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Introduction

This section provides an introduction to the Report of Verified Case of Tuberculossand an overview of
the form, the ingtructions, aswell asinformation on continuing education, and additional materias.
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Introduction

Background

Tuberculoss (TB) isa nationally notifiable disease, in that reporting is mandated in all states. In 1953, a
national surveillance sysem was established to collect information on new cases of active TB. Since
1985, dl dtates have been reporting TB casesto the Centers for Disease Control and Prevention (CDC)
using the Report of Verified Case of Tuberculosis (RVCT), the nationa TB surveillance form. Dataare
collected by sate and local TB programs and submitted eectronically to CDC, Division of Tuberculosis
Elimination (DTBE). These data are used to monitor national TB trends, identify priority needs, and
create the DTBE annual surveillance report, Reported Tuberculossin the United Sates.

To control and eventually eliminate TB, sate and local TB control programs must be able to monitor
trendsin TB disease in high-risk populations, aswell asidentify new patterns of disease and possble
outbreaks. Thelast major revison of the RVCT was completed in 1993. Since 2001, members of a
DTBE-sponsored work group conssting of nearly 30 public heath professonalsfrom 15 TB control
programs, DTBE, and the National TB Controllers Association (NTCA) have been working to revise the
RVCT. Madificationsto the RVCT data collection now accommodate the changing epidemiology of TB
in terms of risk factors, new drug treatments, and enhanced laboratory capacity for diagnogtic tests.

Note: A case of TB isdefined as an episode of TB disease in a person meeting the laboratory or clinical
criteriafor TB asdefined in Appendix A — Tuberculosis Case Definition for Public Health Surveillance.

Tuberculosis Surveillance Data

Some states may use a modified verson of the RVCT or adata callection tool that is unique to their
jurisdiction. These forms are used to collect the same data contained in the RVCT. However, just asthe
actual RVCT formisnot sent to CDC, neither are these locally defined variables or additional data. CDC
should never receive names of personswith TB. Names are retained by the sate or loca health
department. Locally assigned numbers and characters are used for case identification and are included in
Case Numbers (item 3) for use by CDC. See Case Numbers (item 3) for more information.

Impact of RVCT Data

The revised RVCT will asss TB control programsin gathering accurate and useful data. The additions
and changes made to the variables of the RVCT will enable programsto capture data that are more
inclusve of avariety of risk factors. These additional datawill be essential to efficient and effective TB
program management. The following table illustrates how the revised RVCT data can improve TB
programs, and the consequences of having inaccurate or incompl ete data.



Impact of Revised RVCT Data

Benefits of RVCT Data Consequences of Inaccurate,
Incomplete, or Unknown RVCT Data
* Increased ability to assess program * Inaccurate follow-up of servicesto patients
performance, compl eteness of data
collection, and accuracy of reporting * Inadequate resources (e.g., funding, staff,

facilities, drugs, and supplies)
* Improved data for program planning and
policy development (e.g., personnel, » Inaccurate eval uation and policy devel opment
resources, funding)
» Migrepresentation of the public health burden

« Facilitation of patient services (e.g., of TB
quality of care, continuity of care,
sharing of accurate information with + Inability to measure TB program indicators that
patient and hedth facilities) are based on surveillance data

Quality Assurance

Asauring data compl eteness and quality isencouraged for all case reporting. Each reporting area should
develop itsown policy or procedure for reviewing and updating incompl ete or incorrect data. These
procedures should ensure that the data are collected and entered in the surveillance system accurately.

Although health departments share TB surveillance data with CDC, the respons bility and authority for
TB surveillance rests with the hea th department. States vary in the structure and organi zation of their
aurveillance sysems, and often in the compl eteness or quality assurance of their case reporting. Aswith
any reportabl e disease, the completeness of TB reporting reflects how actively health departments solicit
case report information. Historically, disease surveillance sysems have been categorized as passive or
active.
e Passive surveillance
Health departments passively receive case reports from health care providers, depending on the
health care providersto know and comply with reporting requirements.
e Activesurveillance
Health departments actively contact and interact with hedth care facilities or individual providers
to stimul ate disease reporting, sometimes directly assuming the primary responsibility of
reporting cases from large or high-volume inditutions.

CDC provides funding and technical assstance to health departmentsto actively simulate TB case
reporting, and has encouraged them to take an active rather than passive approach to TB surveillance.
Health departments are encouraged to identify local or private health care facilitiesthat serve TB patients.
Health departments are a so encouraged to use other data sourcesto identify TB cases, including death
certificates and laboratory reports.



Overview of the RVCT Form

The RVCT form isdesigned for the callection of information on cases of TB. The expanded RVCT was
approved by the Office of Management and Budget (OMB) in 2008 to become effective January 2009.

Note: Onthe RVCT form and throughout this document, the term state is used to refer to the reporting
jurisdiction (or count authority), though not al jurisdictions are states.

Required and Recommended Uses of the RVCT

The following table indicates the required and recommended uses of the RVCT.

Required Use

Additional Recommended Uses

Possible Use of the RVCT for

of the RVCT of the RVCT a Suspected Case of TB
The RVCT must be CDC recommends the use of RVCT Reporting areas may a0 use the
completed for all formsfor the collection of data on the RVCT formsfor the collection of

verified cases of TB
that are to be included
in the reporting area’s
annual morbidity
count.

following:

e Transfer TB cases(e.g., TB cases
counted in another gate or country)

e TB casesthat recur within 12 months
after the compl etion of therapy

data on a suspected case of TB or
on a patient with latent TB
infection (LTBI).

For the purposes of surveillance, acase of TB isdefined on the bas's of |aboratory and/or clinical
evidence of active disease due to M. tuberculoss complex. For more information on the case definition of
M. tuberculoss complex, see Appendix A — Tuberculosis Case Definition for Public Health Surveillance.

Note: The ingructions contained in this document do not apply to suspected casesof TB or to
patientswith latent TB infection (LTBI).
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RVCT Form

The expanded RV CT form comprises three data collection reports, which are printed in triplicate on
carbonl ess paper:
1. Report of Verified Case of Tuberculoss. Complete thisform for all patientswith a verified case of
TB.
2. Initial Drug Susceptibility Report (Follow-Up Report 1): Complete thisform for all patients who
had a culture that was positive for M. tuberculosis compl ex.
3. Case Completion Report (Follow-Up Report 2): Complete thisform for all patientswho were
alive when TB was diagnosed.

The two follow-up reports supplement the Report of Verified Case of Tuberculoss.

The three reportsin the RVCT form are
e Not necessarily completed for all patients
¢ Not completed all at onetime.

The following table provides a description of each report, for whom it is completed, and wheniitis
completed.

Note: It isstrongly recommended that the hard copy of the RVCT form be completed by a health care
provider and maintained in the TB patient’s medical record in a secured (locked) area.

11




The Three Reports Comprising the RVCT Form

Report of Verified Case of Tuberculosis

laboratory reports, and medical records become available

Includes data about patient demographics, |aboratory results, and risk associated with TB
Completefor all patients with a verified case of TB disease
Complete over time (evaluation process and treatment) asthe information from the patient, the

Page 1

Page 2

Page 3
(Items 26 —37)

(Items1-16)

(Items 17 — 25)

Initial Drug Susceptibility Report
(Follow Up Report - 1)

Case Completion Report
(Follow Up Report - 2)

¢ Includes genotyping information and
drug susceptibility testing results

e Completefor all patients who had a
positive culture result for
Mycobacterium tuberculos's complex

was diagnosed

Includes treatment outcomes collected
e Completefor all patients who were alive when TB

e  Complete after treatment ends; the case completion
report isdue no later than 2 years after the initial

o Do not complete for patients with RVCT
negative culture or no resultsfor
culture
e Complete after susceptibility test
results are received
Page 1 Page1 Page 2
(Items 47 — 49)

(Items 38 — 40)

(Items 41 — 46)

12




RVCT Items

The revised RVCT form includes 49 items. The characterigics are varied; for example,
¢ Some itemsinclude one variable response
e Some itemsinclude more than one response (e.g., Items 3 and 4)
e FEachitemisdelineated inits own box
e Some boxes are grouped together in larger boxesto visually and logicaly organize the space

Items are not necessarily listed in the order in which you might receive the information

Dataare entered onthe RVCT form in several ways.
1. Writing in dates and other numbers (e.g., Items 1, 2, and 3)
2. Checking boxes (e.g., Items 9, 10, and 11)
a Selectone
b. Select dl that apply
3. Writing in specific information (e.g., Items 12, 14)
4. Writing in comments (e.g., page 3, Follow Up Report-1, or Follow Up Report—2)

Unknown Dates

There are several items that include dates. When entering dates on the form, use “99” for an unknown
month or day, and “9999” for an unknown year. This may vary from what will be entered into a computer
software program.

e 03 99 2009 — for March, unknown day, in 2009
e 99 99 2009 — for unknown month and day in 2009
e 01 02 9999 - for January 2, in a year that is unknown

Note: For each item that includes dates, read the ingtructions carefully about entering month, day, and
year. Some items (e.g., Date Reported, Item 1) require that the actual month and year always need to be
entered. For those items, the actual month (not 99) should be entered, and the actua year (not 9999)
should be entered.

Pending vs. Unknown Information

Leavetheitem blank if the information requested is pending (or missing). If avalid value cannot be
determined and there is no check-box labeled Unknown, write the word Unknown inside the box that
encloses the numbered item. This unknown notation will help the person entering the datain the software
to know that the person who compl eted the form attempted to collect the information but was not able to
do 0. The data entry person will thus be better able to distinguish between data that are unknown and
datathat are pending (missing). CDC encourages active surveillance or callection of all applicable
information. Therefore “unknown” information should be rare.

Updating of Forms

It may be necessary to update RVCT formsif a caseisreopened (e.g., a patient who had beenlogt to
follow-up isfound) or if previoudy unavailable information is obtained. CDC recommends highlighting
such changes on the hard copy to facilitate data entry into the software system designated by your
juridiction. When updated data are entered in an e ectronic record, the new data will automatically
overwrite the old data.

13



Additional Reporting Forms

If the reporting area hasits own TB case reporting form and usesit to complete the RVCT variables, the
gaff should carefully review the RVCT variables and the ingtructionsin thisdocument to ensure that
variables on the reporting area’s form match those on the RVCT form.

Data Entry and Security

Data obtained from RVCT forms are entered in the software system designated by your jurisdiction and
then tranamitted e ectronically to CDC.

Data security isthe respong hility of the sate or local health department. Completed RVCT forms
should never be sent to CDC.

Accessto the RVCT forms and data entry software should be restricted to individual s authorized to
perform TB surveillance activities. Hard copies should be stored in a secured (locked) area. Accessto the
approved data entry software and local databases should be controlled through the use of aloca user
identification (user ID) and password. All other electronic surveillance files should a so be protected with
passwords known only to designated surveillance gaff.

Patient Confidentiality

Case numbers must not include personal identifiers. Do not use names, initias, Socia Security
numbers, addresses, tel ephone numbers, or other information that could identify a patient.

Because of the sendtive nature of some of the data collected, CDC has provided an Assurance of
Confidentiality for the expanded surveillance system. Information on the RVCT formsand inthe TB
surveillance databases that would permit identification of any individua will be held in confidence and
will not be released without the consent of the individual, in accordance with sections 306 and 308(d) of
the Public Hedth Services Act (42 U.S.C. 242k and 242m).

Local patient identifier information, athough collected by state and local health departments, is not
reported to CDC. Surveillance information reported to CDC is used for statistical and analytic summaries
in which no individual can beidentified and for specia investigations of the natura history and
epidemiology of TB.

14



What Is New in the RVCT

The RVCT form hasitemsthat are either new or revised from the previous RVCT that was published in
1993. To help orient previous RVCT usersto the new items, the table of contents (at the beginning of this
document) indicates which items are new, revised, or unchanged.

The RVCT State Case Number (item 3), also known asthe RVCT number, has been sandardized by
adding a4-digit code for year and a 2-character (alpha) code for state (or jurisdictional code for
juridictionsthat are not sates) to the 9-character al phanumeric local identifier, o that each state case
number isunique for year and state. The additions to the State Case Number will help when trying to
identify a TB patient who has been transferred from one health jurisdiction (e.g., Sate) to another, and
when trying to link TB cases (e.g., recurrences, contact investigations).

New and Updated Variables

Eleven new variables were added to improve data collection. These variables (items) are indicated in the
table below.

New Variables in the Revised RVCT

ltem # New Variables
5 Count status

14 Pediatric TB patients

21 Nucleic acid amplification test

22B Initial chest CT scan or other chest imaging study

24 I nterferon gamma release assay

25 Primary reason evaluated for TB disease

34 Additional TB risk factors

35 Immigration status

38 Genotyping accession number

42 M oved

45 Reason therapy was extended for more than 12 months

A new variable called Count Status (item 5) was added to separate counted and noncountable TB cases.
Data can now be collected on noncountable TB casesto help identify specific cases for analyssand help
measure TB morbidity and case management burden. Noncountable cases are verified TB casesthat
cannot be counted because they do not meet the surveillance definition of a countable case.

15



Additional new variablesinclude TB risk factors, such as diabetes, end-gage renal disease,
immunosuppress ve therapy, and the use of tumor necros s factor-al pha antagonists.

Other variables have been updated to reflect the changing field of TB epidemiology and to collect more
accurate data on TB cases. M odified variables include the addition of dates of tuberculin skin testing
(item 23) and of specimen collection for other diagnogtic tests, along with result dates by |aboratory type
(items17-21 for smear and culture results).

Recurrences of TB

The new variable, Count Status (item 5), alows data collection on the recurrence (more than one separate
and digtinct episode) of TB. Mogt recurrences occur within 6-12 months after the completion of therapy.
For surveillance purposes, a description of how this is counted is illustrated in the following table.

Counting Reported TB Cases
A patient may have more than 1 discrete (separate and distinct) episode of TB disease

TB Disease Recurs TB Disease Recurs
Within a Consecutive 12-month Period More Than 12 Months
After the Patient Completed Therapy After the Patient Completed Therapy

Recurrenceis considered the same episode (count Recurrenceis consdered a separate episode.
only 1 episode as a case for that year; within a 12-
month period, not calendar year).

Do not count as a new case. Count asa new case.

More information about recurrences of TB is provided in Case Number (item 3).

Overview of the RVCT Instructions

The RVCT ingructions provide information on how to complete the 49 items on the RVCT form. The
ingructions provide detail s about each item, explain the nuances of how to answer the items, and also
provide examplesto illustrate how to apply the ingtructions for entering data for aTB case. The
ingructions are available in two formats.

e TheReport of Verified Case of Tuberculosis | nstruction M anual (this manual)
This document includes only the ingtructions (i.e., the exercises are not included) for each item on
the RVCT. It can be used as areference tool by those who complete the RVCT. For downloading
the RVCT Ingruction Manua from the internet, see the section below on “Additional RVCT
Materials.”

e TheReport of Verified Case of Tuberculosis Self-Study M odules
In the modules, the instructions are integrated with exercises (study questions and case studies).
This provides an opportunity to practice applying the instructions to life-like situations. For more
information, see the section below on “Additional RVCT Materials.”

16




RVCT Training Materials

To help hedlth care saff learn how to accurately complete the RVCT the following training materials
have been devel oped:

e RVCT Self-Study Modules Participant M anual

RVCT Self-Study M odules Facilitator M anual

RVCT Instruction M anual (this manual, it includesingructions only)

RVCT Self-Study M odules Exercises (exercises only)

RVCT Materials Description

RVCT Materials CD ROM

RVCT Self-Study Modules

The Report of Verified Case of Tuberculos s Self-Study M odules are described below.

¢ RVCT Self-Study Modules
The modules cons s of the following components:

0 Instructionsfor how to complete each item on the RVCT (the same indructionsasarein
this manual)
Eachitemin the RVCT has detailed ingructions that explain how to complete theitem. It is
very important to read the instructions for an item before answering the study
questions. The ingtructions provide information on how to interpret the items and options,
and provide examplesthat illustrate how to answer in specified Stuations.

0 Exercises
The ingtructions for each item are followed by exercisesthat will help you apply the
ingructionsto life-like stuations and practice completing the RVCT.

The modules can be used in the following ways.

1. For individualsto learn in a self-study format
Health care workers can use the modules according to their needs
e Working through them at their own pace
0 Completing the whole set of modules without interruption
0 Completing one module at atime (e.g., one modul e per day)
e Using the modules as a reference

2. Aspart of a2-day facilitator-led training course
The self-study modules can be used as part of a training course that isled by afacilitator.
e Participantswork through the modules
e Facilitatorslead group discussons about the ingtructions and the exercises and engage
the participantsin learning how to use the RVCT
A facilitator’s guide is available that includes information on the best way to teach the RVCT
training course to others.

17



Continuing Education

Continuing education units are available free of charge for the RVCT Sdf-Study Modules. For more
information, see the Introduction section in the modules or visit the CDC web ste, www.cdc.gov/tb.
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RVCT
(page 1 of 3)
Items 1 =16
|
The RVCT report includes the firgt three pages of the RVCT data collection form. Complete this report

for all patients with a verified case of TB disease. Page 1 of the RVCT report providesingructionsfor
completing items 1 — 16. This first page of the report includes data about patient demographics and site of

disease.
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1. Date Reported

1. Date Reported

Menth Day Year

Primary Purpose: Case management. Data are used to determine when the health department or
counting authority wasfirst notified that a person may have TB. Thisisimportant in contact

investigations.

Note: Item 1 requires that the actual month and year always be entered. The actual month (not 99)
should be entered and the actual year (not 9999) should be entered.

Description

Comment

M onth, day, and year
(e.g., 01/17/2009)

Date that a health department (e.g.,
locd, county, state) first suspected
that the patient may have TB.

or

Date the health department received
notification (verbal or written) from
a health care provider that a patient
was suspected of having TB.

If the day isunknown, enter 99 asthe
default value (e.g., 01/99/2009).

In thisitem, the actual month and
year always need to be entered. Do
not use 99 for the month or 9999 for
the year.

Comment: Date Reported

If the patient had a previous diagnoss of tuberculosis, Date Reported appliesto the current TB episode.

Note: On the form and throughout this document, the term state is used to refer to the reporting
jurisdiction (or count authority), though all juridictions are not states.
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Comparison of
Date Reported (Item 1), Date Submitted (Item 2), and Date Counted (Item 6)

Date Reported (Item 1)

e Datethe hedth department (locd, county, or state) first suspected that a patient has TB

or

o Datethe hedth department receives notification (verbal or written) from a health care provider
that a patient is suspected of having TB

Often, an RVCT iscreated by aloca or county health department because thisisthe level a which TB
isfirg sugpected, and that aso determinesthe Date Reported.

Date Submitted (Item 2)
o Datethat the RVCT was submitted to the reporting area (e.g., sate health department)

Date Counted (Item 6)
o Datethat the count authority (usually the state health department, but may be another designated
authority) reviewed the RVCT and determined whether to officially count the case. The count
authority determines the Date Counted.

Comment: Sequence of dates

The Date Reported (item 1) usually occurs before the Date Submitted (item 2). But sometimesthey can
occur on the same date. The Date Submitted usually occurs before the Date Counted (item 6). But al 3
dates could occur on the same date if the count authority determinesthat it isa case of TB on the same
day asthe Date Reported and Date Submitted.

Comment: Who determines the dates

In mogt reporting areas (e.g., sate), the state health department has count authority and reviews the
RVCT to determine whether to officially count the case (Date Counted). However, afew sates have
granted local or county health departments count authority. In these sates, the locd or county heath
departments determine the Date Counted (see Date Submitted [item 2] and Date Counted [item 6]).

Summary of Date Reported, Date Submitted, and Date Counted

Type of Date Who/What Description of Action

Date Reported (item 1) TB suspect Reported to the heath department (either by the health
department itself or another health care provider)

Date Submitted (item?2) | RVCT form | Submitted to the reporting area (e.g., Sate health
department)

Date Counted (item 6) TB Case Counted as a case of TB (by the count authority)
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Comment: Date Reported

Often, an RVCT is created by aloca or county heath department because thisisthe level a which TB
isfirst suspected, and determines Date Reported (item 1). If a health care provider suspectsthat the
patient may have TB and then notifiesthe local or county health department, the Date Reported isthe
date the health department received the report (verba or written notification) from the hedth care
provider.

Example: Year Reported

A case reported in December may not be counted until the next year. For example, if acaseisreported
in December 2008 but not counted until January 2009, the Y ear Reported for the case number would
be 2008.
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2 Date Submitted

2. Date Submitted

Month Day Year

|

Primary Purpose: Programmatic function. Data are used to eval uate the time between case report and
submission to the heath department or count authority.

Description

Comment

M onth, day, and year
(e.g., 01/17/2009)

Date the RVCT form was submitted
to the reporting area (e.g., Sate
health department).

If the day isunknown, enter 99 asthe
default value (e.g., 01/99/2009).

(Note: thismay vary from what will
be entered into a computer software
program)

Summary of Date Reported, Date Submitted, and Date Counted

Type of Date

Who/What Description of Action

Date Reported (item 1)

TB suspect Reported to the heath department (either by the heelth
department itself or another health care provider)

Date Submitted (item 2)

department)

RVCT form | Submitted to the reporting area (e.g., Sate health

Date Counted (item 6)

TB Case Counted as a Case of TB (by the count authority)

Comment: Date Submitted
In mogt cases, the RVCT iscompleted by the health department (local or county) and submitted to the
reporting area (Sate health department). In some locations, the RVCT may be completed and the case

counted a the sate level.

Note: On the RVCT form and throughout this document, the term state is used to refer to the reporting
juridiction (or count authority), though not all jurisdictions are sates.
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3. Case Numbers

3. Case Numbers B
Year Reportad (YY) State Code Locally Assigned Identification Number

ot (L LTI T LT LT
[T IT11]
ENE[EN SN N
[T I

Cllnyounty l
- Case Numb

Linlcmg State
Case N

Linking State
Case

Primary Purpose: Surveillance. A unique number is assigned to each case without personal identifiers.

Note: On the form and throughout this document, the term state is used to refer to the reporting
jurisdiction (or count authority), though not al jurisdictions are states.

State Case Number

The State Case Number isthe official identification number for the case. If additional communication
about a record isrequired between CDC and a reporting area, this number isused to identify the record.
The State Case Number is commonly known asthe RVCT number.

City/County Case Number
Lig the City/County Case Number. Every case reported, whether from a city/county or state
aurveillance sysem, must have a unique case number for identification purposes.

Comment: Case Numbers

A single case may be assigned identical City/County Case and State Case Numbers. A City/County
Case Number may not be assigned to more than one case during acadendar year. Smilarly, a State Case
Number may not be assgned to more than one case during a calendar year.

Note: Case numbers must not include personal identifiers. To maintain patient confidentiality, do not
use names (either patient or provider), initids, Socid Security numbers, addresses, telephone numbers,
or other information that could identify a patient. Case numbers are transmitted to CDC and therefore
must not include personal identifying information.

25



Assigning case numbers
Boththe State Case Number and the City/County Case Number have 15 aphanumeric characters

Y ear Reported (YYYY) State L ocally Assigned I dentification
Code Number
| 2|0|1|0/| (G| A ] |£|0|0|1|2|3|4|5|6/|
' H/_j N
e Year Reported indicates the year in State Code indicates the 2- Locally Assigned
which the case is reported (e.g., 2010). letter postal code of the Identification Number
e Year reported is used rather than the state reporting this case indicatesthe9
year counted since there may be alag (e.g., GA for Georgia) (see numbers/charactersthat are
between when states or city/county Appendix D — Reporting locally assigned to identify
areas first suspected that the patient Area Codes). This thisRVCT.
might have TB and when diagnostic abbreviation is also known
criteriaare verified. as the state

Example: Year Reported

A case reported in December may not be counted until the next year. For example, if acaseisreported in
December 2008 but not counted until January 2009, the Y ear Reported for the case number would be
2008.

Note: All countable and noncountable TB cases should receive a unique case number. Documenting
noncountabl e cases provides evidence of increased workload or burden to programs when cases are not
countable.

Note: For the purposes of the RVCT Materias, use the codes listed in the appendices. Some software
programs used to enter dataon the RVCT may NOT use the codeslisted in the appendices. For
example, the Anatomic Codes may be a drop-down item where you choose the actual site rather than
enter acode. For more information, see ingructions for the software you use.

Linking State Case Numbers
For the purposes of linking RVCT forms, you may enter as many as 2 RVCT State Case Numbers
under Linking State Case Number.

Under Reason for Linking Case, explain the purpose of the link by entering one of the single-digit codes
indicated in the table bel ow.
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Rationale for Linking RVCT Forms

Reason Code Reason for Linking Case
1 Recurrence

or

Previous diagnosisof TB

2 Epidemiologically linked case, source case, or contact with another case

3 Case trandferred from another area

Examples: Reasons for Linking Case
e Reason 1- Recurrence or previous diagnosis of TB*
If you are completing a “recurrence” RVCT for a diagnosis of TB disease in the same patient that
recurred within 12 months after the completion of therapy, you must enter theRVCT State Case
Number of the original TB case under Linking State Case Number, and enter 1 asthe Reason
code.

A previous diagnosis of TB can have occurred any timein the past.
A patient is consdered to have had a previous diagnosis of TB diseaseif
O TB disease was verified in the past
or
0 The patient completed therapy (even if the case-to-case interval iswithin 12 months)*
or
O The patient waslost to supervision for more than 12 months and now has verified disease

again.
If a patient had previous TB disease anytime in the past, enter 1 as the Reason code.

¢ Reason 2 — Epidemiologically linked case, source case, or contact with another case
If you have identified the source case for the TB case for which you are completing the RVCT
and the RVCT State Case Number of the source caseis available, enter the RVCT State Case
Number of the source case under Linking State Case Number, and enter 2 asthe Reason code.
Another example of an Epidemiologically linked caseistransmisson of TB from one family
member to ancther.

¢ Reason 3- Case transferred from another area
If you are managing a TB case counted by another area, enter the RVCT State Case Number of
the case from the transferring jurisdiction under Linking State Case Number, and enter 3 asthe
Reason code. Transfer cases are linked when the patient isin therapy and transfers from another
reporting area. The patient could have moved or appeared at a health department in another area
after being logt to follow-up.

*Note: Recurrent caseswithin 12 months of completion of therapy should be cons dered noncountable,
regardless of whether the initial and the subsequent genotypes are the same or are different.
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Comment: Recurrence of TB
A recurrence (more than one separate and digtinct episode) is defined asthe return of TB dissaseina
patient whose specimen result can be described by ether of the optionslisted in the table bel ow.

Specimen Results Required for Recurrence of TB Disease

Option Specimen Result | Specimen Result Specimen Result
at Time of While Receiving After Completion
Diagnosis Anti-TB therapy of Therapy
Option1 | Culture positive Becomes and Becomes culture positive for M.
remains tuberculosis complex, or clinica or
culture negative radiologic evidence is cond stent with
TB disease.
Option 2 | Smear negative or Remains smear Becomes culture podtive for M.
culture negative negative or culture | tuberculosis complex, or clinica or
(TB diagnossisbased | negative radiologic evidence is cond gent with
on clinicd evidence) TB disease.

The processfor reporting a recurrence of TB isillustrated in the table bel ow.
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Process for Reporting a Recurrence of TB
A person may have more than 1 discrete (separate and distinct) episode of TB disease

TB Disease Recurs
Within a Consecutive 12-month Period
After the Patient Completed Therapy

TB Disease Recurs
More Than a Consecutive 12-month
Period
After the Patient Completed Therapy

Recurrenceis considered the same TB episode
(count only 1 episode as a case for that year; within
a 12-month period, not calendar year).

Recurrenceis consdered a separate TB episode.

Do not count asa new case.

Count as a new case.

Count only one TB episode as a case for that year
(within a 12-month period, not calendar year).

No updates are needed for theinitial RVCT form
because therapy was completed at least 12 months
before the recurrence was diagnosed.

Complete 2 RVCT Forms
(Only theinitial TB episode is countable)

1) For theinitial countable TB episode:

a) Ensurethat Date Therapy Stopped (item
43) reflects adate of therapy completion
before TB recurrence.

b) Do not update any other variables on the
RVCT form.

2) For the noncountable TB episode:

a) Useanew RVCT State Case Number
(item 3), that is, a number that is different
from the State Case Number on the
countable TB episode form.

b) Enter the countable TB episode State Case
Number under Linking State Case
Number and specify asReason 1 -
Recurrence or previous diagnosis of TB 0
that these 2 forms can belinked.

¢) Check Verified Case: Recurrent TB
within 12 months for the variable Count
Status (item 5).

d) Completethe remainder of the RVCT formas
appropriate. Thiscase will not beincluded in
the TB case count of the reporting area, but will
provide val uabl e information on recurrences
within 12 monthsafter the completion of
therapy. Thisalowseectronic linkage
between the countable TB episode and data
associated with the recurrence.

Complete2 RVCT Forms
(Both TB episodesare countable)

1) For theinitial countable TB episode:
a) Do not update any other variables on the
RVCT form.

2) For the second countable TB episode:

a) Enter anew RVCT State Case Number (item
3), different from the State Case Number on
theinitid RVCT form.

b.) Enter theinitid RVCT State Case Number,
if available, under Linking State Case
Numbers and specify asReason 1—
Recurrence or previous diagnosis of TB so
that these 2 forms can be linked.

c.) Check Count asa TB Casefor Count Status
(item5). Do not check Verified Case:
Recurrent TB <12 months.

d.) Complete the remainder of the RVCT form as
appropriate. ThisTB case will be counted
because, for surveillance purposes, itis
congdered a separate TB episode. Also, it will
provide vduable information on recurrences
more than 12 months after the compl etion of
therapy. Thisallows electronic linkage
between theinitial TB episode and the new
TB episode.
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4. Reporting Address for Case Counting

/;_. Reporting Address for Case Counting

o LTI LTI ]

‘Within City Limits fselect ona) D Yas D Mo

County l | |

Z}PGODE[-III-I‘_{NI{I I

Primary Purpose: Programmatic function. Data are used to document the patient’s address from the
state or jurisdiction that is counting the case.

The Reporting Address for Case Counting is usually the City, County, and ZIP Code of the patient’s
residence at the time of diagnosis. But there are exceptionsto this, which are indicated in the Guideines
to Determine Reporting Address for Case Counting table below. To the extent possible, the addressfor
case counting should represent the home address (whether permanent or temporary) of the patient.
Recommendations for counting reported TB cases are outlined in Appendix B — Recommendations for
Reporting and Counting Tuberculosis Cases.

Note: For countable and noncountable cases, enter the TB patient’s address from the state or
jurisdiction that is reporting and documenting the case.

For Within City Limits select the best option.

Option Description
(select one)
Yes Patient liveswithin the city limits
No Patient does not live within the city limits
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Guidelines to Determine Reporting Address

Specific Populations
(these groups supersede Specific Locations,
but not Other People Entering the United States)

Patient Scenarios How to Count Reporting
Address
Migrant, immigrant (i.e., Count inthe areain which he/she lived | Enter city, county,
resdent dien living inthe at the time that the TB diagnostic and ZIP Code

United Sates), U.S. military
personnel, and other
transient persons

eval uation was performed or initiated

where he/she lives
at the time of
diagnosis

Homeless or does not have
afixed residence

Count in areain which he/she was
living at the time that the TB diagnogtic
eval uation was performed or initiated
(e.g., thelocality of the shelter or areaiin
which the patient wasliving)

Enter city, county,
and ZIP Code of
that locality

Resident of correctional
facility at time of TB
diagnosis (e.g. locd, sate,
federal, military)

Count in areain which the correctional
facility islocated at the time that the TB
diagnosgtic eva uation was performed or
initiated

Enter city, county,
and ZIP Code of
the correctional
facility

Resident of long-term care
facility at time of TB
diagnosis

Count in areain which the long-term
care facility islocated at the time that
the TB diagnostic eval uation was
performed or initiated

Enter city, county,
and ZIP Code of
the long-term
care facility

Specifi

Receivesanew TB
diagnosis in the community
that he/she considers home

Count in the morbidity count for that
area

Enter city, county,
and ZIP Code of
residence

Receivesanew TB
diagnosis, but is an out-of-
area resident and will
return home for treatment

Count in morbidity count of their home
area

Enter city, county,
and ZIP Code of
hisher home area

Receivesanew TB
diagnosis, but is an out-of-
area resident and
completes therapy where
he/she was diagnosed

Count in morbidity count where they
live a the time that the TB diagnogtic
eval uation was performed or initiated

Enter city, county,
and ZIP Code
where he/she lives
at the time of
diagnosis

Staying in a community
only for TB diagnosis and
hospitalization

Count in the morbidity count of his/her
area of resdence, not the community
where diagnosed and hospitalized.

Communication between heelth
departments may be necessary to decide
which jurisdiction will count the case.

Enter city, county,
and ZIP Code of
hisher home area
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Other People Entering the United States

Foreign visitor who receivesa | Count inthe areain which he/she lived | Enter city, county,
TB diagnosisin the United at thetimethat the TB diagnogtic and ZIP Code of
States, isreceiving anti-TB evaluation was performed or initiated current residence
therapy, and has been, or plans
to remain, in the country for
90 days or more

Foreign visitor who receivesa | Should not be included in the count of Enter city, county,
diagnoss of TB in the United TB casesin the United States. and ZIP Code of
States, isreceiving anti-TB current residence
therapy, and has been, or plans
to remain, in the country for

lessthan 90 days

Receives adiagnosis of TB Should not be included inthe count of | Enter city, county,
before arriving in the United | TB casesin the United States. Submit it | and ZIP Code of
States as a noncountabl e case because the case | current residence

isconsdered to have occurred in
another country, even if therapy is
continued or completed in the United
States.

Comment: People Entering the United States
For additiona information on immigrants, refugees, permanent resdent aiens, border crossers, and
foreign visitors see Appendix B — Recommendations for Reporting and Counting Tuberculosis Cases.

Guidelinesfor classifying transfer cases

A tota of 60 areas are responsble for reporting cases of TB to CDC. These reporting areas are the 50
gates, the Digrict of Columbia, New Y ork City, Puerto Rico, American Samoa, the Federated States of
Micronesa, Guam, the Republic of the Marshall 1dands, the Commonwealth of the Northern Mariana
Idands, the Republic of Palau, and the U.S. Virgin Idands. Because of the additional (follow-up)
reporting requirements for expanded surveillance, specific ingructions are necessary for the completion
of formsfor patients who move within a reporting area and for those who move from one reporting area
to another during treatment.

To minimize the number of TB patients who are logt to follow-up, update the patient’s street
address regularly during treatment.

Periodically, ask patients whether they anticipate moving o that arrangements can be made to
maintain continuity of care and ensure submission of follow-up RVCTs. Encourage patients who
anticipate moving to report their new address, so that necessary patient information can be
forwarded to hedth care providers, and to the TB control program in the areato which the patient
ismoving. Health departments should use the National TB Controllers Association (NTCA)
Interjurisdictional Tuberculosi s Natification and Follow-up formsto notify TB control program
gaff in another reporting areathat a TB patient ismoving to their area

Communi cation between TB control programs to ensure continuity of care and submisson of

follow-up reports regarding a patient who is moving from one area to another should be
conducted as efficiently and securely as possible (e.g., telephone, e-mail, fax, express courier).
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Example: M oves within the reporting area

If aTB patient with an exiging RVCT record moves within the reporting areathat initially reported the
case (e.g., from county A to county B within a state), communication between county or local health
departments may be all that is necessary to maintain continuity of care and ensure submission of follow-
up reportsfor the RVCT. In thisingance, the respons bility for following the case to closure and for
submitting follow-up reportsto CDC remains with the initia reporting area (e.g., the sate). To avoid
duplicate case reporting, the state may need to coordinate the submission of formswith counties A and B
90 that only one counted case is submitted. County B can compl ete a noncountable RV CT to gather
surveillance data and demondtrate pati ent management.

Example: Movesfrom one reporting area to another

If aTB patient with an RVCT record moves from one reporting area to ancther (e.g., from state A
[Louidana) to state B [Georgial), the respong bility for submitting follow-up reports to CDC remains with
the Sate or reporting areathat initially reported the case to CDC and counted it (e.g., Sate A [Louisana)).
Thisresponsbility remainswith the initia area only for surveillance purposes (i.e., to minimize
duplication of case reports and to smplify the reporting of the fina dispostion of the case). In other
words, state B will conduct case management and follow-up and will then share follow-up surveillance
information with state A, which will officially submit follow-up information to CDC. State B is
encouraged to complete an RVCT for a noncountable transfer case.

To facilitate this process, gate A should send the NTCA Interjurisdictiona Tubercul oss Notification and
Follow-up formsto state B and should inform state B that the case has been reported to CDC and
counted. State A should also inform gtate B of the surveillance information that has been reported to CDC
and the information that will need to be collected by state B and forwarded to state A for reporting to
CDC. State B should use the formsto inform state A when or if the TB patient has been located and to
inform state A of the find disposition of the case (e.g., patient completed therapy, patient died).

Comment: Definition for Migrant/seasonal wor ker

A migrant or seasonal worker isa person who isrequired to be absent from a permanent place of
residence for the purpose of seeking employment or who may vary their employment for the purpose of
remai ning employed while maintaining a permanent place of resdence.

Examples: Migrant/seasonal worker
e Migratory agricultura worker
Seasonal agricultural worker
Migrant factory worker
Migrant construction worker
Migrant serviceindustry worker
Migrant sporting worker (e.g., horse racing, dog racing)

33



Comments: Definitions for Homeless
There are many definitions for homeless (National Codition for the Homeless). A homeless
person may be an individua who has
1. Nofixed, regular, and adequate nighttime resdence
and
2. A primary nighttime resdencethat is
a. A supervised publicly or privately operated shelter designed to provide temporary living
accommodations, including welfare hotels, congregate shelters, and transitional housing for
the mentdly ill
or
b. Aningitution that provides atemporary resdence for individua sintended to be
ingtitutionalized
or
c. A public or private place not designated for, or ordinarily used as, a regular deeping
accommodation for human beings

A homeless person may also be defined as a person who has no home (e.g., is not paying rent, does not
own ahome, and isnot steadily living with relatives or friends). Personsin unstable housing stuations
(e.g., alternating between multiple resdences for short stays of uncertain duration) may also be
consdered homeless.

A homeless person may be a person who lacks customary and regular access to a conventional dwelling
or residence. Included as homel ess are persons who live on sreets or in nonresidential buildings. Also
included are resdents of homeless shelters and shelters for battered women. Residents of welfare hotels,
and single room occupancy (SRO) hotels could d so be consdered homeless. In the rural setting, where
there are usually few shelters, a homeless person may livein non-residential structures, or substandard
housing, or with relatives. Homel ess does not refer to a person who isimprisoned or in acorrectiona
facility.

Note: The homeless category islimited to living conditionsin the United States and does not apply to
living in refugee camps outs de the United States.
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5. Count Status

5. Count Status (select one)
Countable TB Case

Count as a TB case

[ ]

Noncountable TB Case

Varified Case: Counted by
another U.S. area (e.g.. county, state)

Verified Case: TB treatment
initiated in another country
Specify_____

Verified Case: Recurrent TB within 12
\ months after completion of therapy

N

Primary Purpose: Surveillance. Data are used to document the number of TB cases and disease trends
that occur in the United States; to determine the burden of TB disease within dl areas, and to serveasa
basisfor allocation of resources, including funding.

In addition to requiring the completion of an RVCT form for al counted TB cases, CDC recommends
that a reporting area complete an RVCT form for TB patients being managed in that area but counted by
another reporting area, even though the area providing case management cannot include such casesin its
annual morbidity count. Thiswill help indicate the burden of disease within al areas. Moreover, CDC
recommends that a reporting area complete an RVCT form for TB recurrences which are within 12
months after the completion of therapy, which are aso not included in the annual morbidity count. For
CDC guidelines on counting TB cases, see Appendix B — Recommendations for Reporting and Counting

Tuberculosis Cases.

Countable TB Case

Option

Description

Count asaTB case | Officialy counted asa TB case, by the jurisdiction with count authority
(usually gtate health department).

2.

3.

For adiagnossto be counted asa TB case, it must meet the following criteria
1

Isaverified case of TB (see Case Definition for Tubercul os s below)
Confirmed that it isSNOT counted by another area

Meets surveillance definition and isNOT a recurrent case (within 12
months of completion of therapy) of TB

Surveillance for criteria.

Note: A case of TB isdefined as an episode of TB disease in a person meeting the laboratory or
clinical criteriafor TB as defined in Appendix A — Tuberculosis Case Definition for Public Health

Note: Communication between TB control programsto ensure continuity of care and submisson of
reports regarding a patient who is moving from one area to another should be conducted as securely
and efficiently as possble (e.g., telephone, e-mail, secure fax, express courier).
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Noncountable TB Case

If the verified TB case was not counted by the jurisdiction with count authority, select one option to
indicate the reason the verified TB case was honcountable.

Option
(select one)

Description

Comment

Counted by another
area (e.g., county,
state, or counting

TB case counted by another U.S. area
such asa gate or other counting
authority (e.g., trander in)

Typicaly, diagnostic workup has
been completed, and patient is
receiving anti-TB medications.

authority)
Count authority includesthe U.S.
Territories, U.S. Idand Areas, and
U.S. Outlying Areas.

TB treatment TB case counted by another It may be difficult to verify whether

initiated in another
country

country

Under Specify, enter the country where
TB treatment wasinitiated.

a case has been counted in another
country because typicdly,
diagnosti c work-up may have been
completed and patient isreceiving
anti-TB medications.

Recurrent TB
within 12 months
after completion of

therapy

Complete anew RVCT form because of
recurrence within 12 months after the
completion of therapy (not when
therapy wasinitiated)

Completing anew RVCT form
alowsthe RVCT formsto be linked
and information on the recurrence
to be collected.

Comment: 12 months

The term 12 months refersto 12 consecutive months, not a calendar year.

Comment: U.S. Territories, U.S. Isand Areas, and U.S. Outlying Areas

Counted by anather area or counting authority includesthe U.S. Territories, U.S. Idand Areas, and U.S.
Outlying Areas (e.g., Puerto Rico, American Samoa, Federated States of Micronesia, Guam, Republic of
the Marshall Idands, Commonwealth of the Northern Mariana Idands, Republic of Palau, U.S. Virgin
Idands). These independent countries have Compacts of Free Association with the United States; under
these compacts, the countries are fully sovereign in domestic and foreign affairs, but give regponshility
for their health, education, defense, and other essential operations to the United States.
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Counting Recurrent TB Cases
A person may have more than 1 discrete (separate and distinct) episode of TB disease

TB Disease Recurs TB Disease Recurs
Within a Consecutive 12-month Period More Than 12 Months
After the Patient Completed Therapy After the Patient Completed Therapy
Recurrenceis considered the same TB episode Recurrenceis consdered a separate TB episode.

(count only 1 episode as a case for that year; within
a 12-month period, not calendar year).

Do not count as a new case. Count asa new case.

Note: Recurrent cases within 12 months of completion of therapy should be cons dered noncountabl e,
regardless of whether the initial and the subsequent genotypes are the same or are different.

Comment: People Entering the United States
For additiona information on immigrants, refugees, permanent resdent aiens, border crossers and
foreign vistors see Appendix B — Recommendations for Reporting and Counting Tuberculosis Cases.
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6. Date Counted

6. Date Counted
Month Day Year

|

Primary Purpose: Surveillance. Data are used by the count authority to tally the official TB case count
for the month, quarter, and year.

Description Comment
Month, day, and year | Date that the responsble count If the day is unknown, enter 99 asthe
(e.g., 01/17/2009) authority (usually the state hedth default value (e.g., 01/99/2009).
department, but might be another
desgnated authority)

¢ Reviewed the RVCT

e Verifiedthecase asTB
and

¢ Included it inthe official TB
case count

Summary of Date Reported, Date Submitted, and Date Counted

Type of Date Who/What Description of Action
Date Reported (item 1) TB suspect Reported to the heath department (either by the health
department itself or another hedth care provider)

Date Submitted (item2) | RVCT form | Submitted to the reporting area (e.g., Sate health
department)

Date Counted (item 6) TB case Counted as a Case of TB (by the count authority)

Comment: Pending results

Suspected cases for which bacteriol ogic results are pending or for which verification of diseaseis
questioned for any reason should be counted only after they are determined to be verified TB cases. This
could mean that a case reported in one year may not be counted until the following year.

Example: Date Counted
If acaseisreported to the heath department in December 2008, but bacteriologic or clinical evidence of
TB isnot available until January 2009, the case should be counted in January 2009 (when TB disease was

verified), not in December.
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(. Previous Diagnosis of TB Disease

D Yes D No

7. Previous Diagnosis of TB Disease (select ong)

If YES, enter year of previous TB disease diagnosis:

Primary Purpose: Case management and surveillance. Data are used to eval uate the patient’s response
to treatment and to analyze drug resistance from a previous episode of TB disease.

Option
(select one)

Description

Comment

Yes

Patient has received a previous

diagnosisof TB disease.

If you selected Y es, enter the year of
previous diagnosis of TB disease

(e.g., 1985).

Do not enter a previous diagnosi s of |atent
TB infection (LTBI).

If the patient had more than 1 previous
episode of TB disease, enter the year of
the most recent previous episode.

No

Patient has not received a previous

diagnossof TB disease.

Comments. Yes

A patient is consgdered to have had a previous diagnoss of TB diseaseif
e TB disease was verified in the past

or

e The patient completed therapy for TB disease (even if the case-to-case interval iswithin 12

months)
or

e The patient with TB disease was |ost to supervision for more than 12 months and now has
verified TB disease again.

Note: Recurrent cases within 12 months of completion of therapy should be cons dered noncountabl e,
regardless of whether theinitial and the subsequent genotypes are the same or are different.
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If the patient had a previous episode of TB that was reported to U.S. surveillance, you should, for the
purposes of linking RVCT forms

e Contact the gate in which the case was counted to ask for the most recent previous diagnosis

e Enter the mog recent previous RVCT State Case Number for this case under Linking State
Case Number (item 3)

e Enter the code for the Reason linking isdesired (e.g., enter 1 for recurrence or previous diagnoss
of TB)

Documentation of Previous Diagnosis of TB Disease
Often, TB disease is confused with latent TB infection (LTBI), which should not be coded as previous TB
disease. Therefore, documentation of the previous episode of TB disease isimportant. Follow the priority
indicated below.

Written Documentation
Written documentation of the previous episode of TB
disease is ideal. However, if the TB disease episode

1% Priority
Written Documentation
If written documentation is

not available use the 2" occurred years ago or in another location (e.g., other
priority country), obtaining written documentation may be difficult.
2" Priority Oral !’eport
Oral Report When written documentation is not available, oral report of

a previous episode of TB disease is acceptable (e.g.,
medications taken, length of course of medication, results
of sputum smear examination).
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8. Date of Birth

8. Date of Birth
Month Day Year

Primary Purpose: Surveillance. Data are used to document patient demographic information.

Description

Comment

M onth, day, and year
(e.g., 04/26/1968)

Patient’s complete date of birth
should be entered (i.e., values
should be entered for month, day,
and year).

Some societies or cultures throughout
the world do not document the day,
month, or even the year of birth.

If the day is unknown, or the month
and the day are unknown, enter 99 as
the default value (e.g., 04/99/1968 or
99/99/1968).

If the month, day, and year of birth
are unknown, enter 99/99/9999,
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Q. Sex at Birth

9. Sex at Birth (select one)

D Male D Female

Primary Purpose: Surveillance. Data are used to document patient demographi c information.

Option Description
(select one)
M ale The biologica sex of the TB patient was M ale at birth.
Female The biological sex of the TB patient was Female at birth.
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10. Ethnicity

10. Ethnicity (select one)

b D Hispanic or Latino

Mot Hispanic
D or Latino

Primary Purpose: Surveillance. Data are used to detect high-risk groupsfor TB by ethnicity.

Option Description Comment
(select one)
Hispanic or Latino Patient consders himsalf or herself | Some patients prefer the term
Cuban, Mexican, Puerto Rican, “Spanish origin” to Hispanic or
South or Central American, or of Latino.
other Spanish culture or origin,
regardless of race.

Not Hispanic or Patient does not consider himself or
Latino herself Hispanic or L atino.

Comment: Self-identity or self-reporting
The response to this item should be based on the patient’s self-identity or self-reporting.
It should not be based on appearance or surname.

Example: Not Hispanic or Latino but has a Hispanic name

A patient may have a Higpanic name, but may not be Hispanic or Latino. For example, if awoman who is
not Hispanic marries a Hispanic man, she may self-report as “Not Hispanic or Latino.” Similarly, people
from the Philippines may have Hispanic names, but self-report as “Not Hispanic.”
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11. Race

11. Race (select one or more)

I:l American Indian or
Alaska Native

D Asian: Specify_____
D Black or African American

|:| Mative Hawaiian or
Other Pacific Islander:

L] white

Primary Purpose: Surveillance. Data are used to detect high-risk groupsfor TB by race.

Option
(select one or more)

Description

American Indian or
Alaska Native

Patient has originsin any of the original peoples of North and South
America (including Central America).

Asian

Patient has originsin any of the original peoples of the Far East, Southeast
Asia, or the Indian subcontinent (e.g., including Bangladesh, Cambodia,
China, India, Indonesa, Japan, Korea, Mdaysa, Nepa, Pakistan, the
Philippine Idands, Thailand, and Vietnam).

Black or African
American

Patient has originsin any of the black racial groups of Africa.

Native Hawaiian or
Other Pacific | dander

Patient has originsin any of the original peoples of Hawaii, Guam,
American Samoa, or other Pacific Idands.

White

Patient has originsin any of the original peoples of Europe, the Middle
Ead, or North Africa.

Comment: Self-identity or self-reporting
The response to this item should be based on the patient’s self-identity or self-reporting.
Therefore, patients should be offered the option of selecting more than one racial designation.

Comment: Asian or Native Hawaiian or Other Pacific | dander

If you selected Asian or Native Hawaiian or Other Pacific Islander, use the National Electronic
Disease Surveillance System (NEDSS) Person Race Categories to complete Specify. The chart bel ow
indicates who is consdered Asan and who is consdered Native Hawaiian or Other Pacific Idander.




National Electronic Disease Surveillance System (NEDSS)
Person Race Categories for Asian and for
Native Hawaiian or Other Pacific Islander*

Asian Native Hawaiian or

Other Pacific Islander
Asan Indian Laotian Carolinian New Hebrides
Bangladeshi M adagascar Chamorro Other Pacific Idander
Bhutanese Maaysan Chuukese Pa auan
Burmese Madivian Fijian Papua New Guinean
Cambodian Nepalese Guamanian Pohnpeian
Chinese Okinawan Kiribati Polynesian
Filipino Pakistani Kogaean Saipanese
Hmong Singaporean Mariana ldander Samoan
Indonesian Sri Lankan Marshallese Solomon Idander
Iwo Jiman Taiwanese Melanesan Tahitian
Japanese Thai Micronesian Tokelauan
Korean Vietnamese Native Hawaiian Tongan

Y apese

*From NEDSS Logical Data Model Data Dictionary: Appendix B, 1. Standardized Vocabulary, 1.4 Person Race Categories and
Codes (http://www.cdc.gov/nedss/DataM odel NEDSS | DM_Dictionary |l.pdf; last updated 11-19-2001)
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12. Country of Birth

12. Country of Birth

Country of birth: Specify,

“U.S.-born” (or born abroad to a parent who was a U.S. citizen)
(select one) |:| Yes |:] No

Primary Purpose: Surveillance. Data are used to determine the rate of TB among “U.S.-born” and
foreign-born persons and to identify persons from countries with a high rate of TB.

Note: Thisportion of the RVCT asks 2 questionsto help classify a person based on where the person

was born.

e “U.S.-born.” The U.S. Census Bureau defines a “U.S.-born” person to be someone born in 1 of the
50 states or the District of Columbia, or someone born outside the United States to at least one parent
who was a U.S. citizen. In order to be consistent with the U.S. Census Bureau and to be able to apply
census bureau population data to calculate TB rates, CDC uses the same definition for “U.S.-born.”

e Country of birth. In order to distinguish persons who were born in another country (whether or not
they had a parent who was a U.S. citizen) from those who were born in the United States, this
question simply asks to record the actual country of birth. Therefore, a patient who was born in
France and whose father was a U.S. citizen would be “U.S.-born” and their country of birth would be

France.

“U.S.-born” (or born abroad to a parent who was a U.S. citizen)

OPTION
(select one)

Description

Comment

Yes

If the person was born

e In 1 ofthe 50 U.S. states or
the District of Columbia,
or

e Abroad to a parent who was
U.S. citizen.

“U.S.-born” does not mean the same as U.S.
citizen, and it does not necessarily mean that the
person was born in the United States.

a | Not all U.S. citizens (e.g., naturalized citizens) are
“U.S.-born.”

No

If the person was born

e Abroad
and

e Neither parent was a U.S.
citizen.

Select for any country other than the United
States.
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Country of birth

Description
Country of birth (specify) Enter the name of the country in which the person was actualy born.
(e.g., United States, Mexico,
China) Fill thisout for all patients (whether they were “U.S.-born” or not).
Examples of U.S.-Born
Patient Father Mother
U.S.-born Description U.S. citizen U.S. citizen
Yes No Yes No Yes No
Yes Bornin 1 of the 50 sates or the Didrict of Yes Yes
Columbia
Yes Bornin 1 of the 50 states or the Didtrict of No No
Columbia
Yes Born in another country Yes Yes
Yes Born in another country Yes No
Yes Born in another country No Yes
No | Bornin another country No No

Note: People born in Puerto Rico, Guam, the U.S. Virgin Idands, or the Commonwealth of the
Northern Marianaldands are U.S. citizens, but are only considered “U.S.-born” if they are bornto a
parent whoisa U.S. citizen.

Comment: “U.S.-born”

If the patient was born in 1 of the 50 states or the District of Columbia, or born abroad to a parent who
was a U.S. citizen (either the mother or father or both parents), the patient is considered “U.S.-born.”
Select Yes for “U.S.-born.” For country of birth, enter the name of the country where the person was
actually born.

Example: “U.S.-born” and actually born in 1 of the 50 states or the District of Columbia
If the person was actually born in 1 of the 50 states or the District of Columbia, enter

e “U.S.-born” — Yes

e Country of birth — United States

Example: “U.S.-born” and actually born in another country

If the patient is born in Haiti, his mother is Haitian, but his father is a U.S. citizen, enter
e “U.S.-born” — Yes
e Country of birth — Haiti
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Example: “U.S.-born” and born to parents who were born in Puerto Rico, Guam, the U.S.
Virgin Islands, or the Commonwealth of the Mariana Islands (people born in these countries are
U.S. citizens)
If the patient was born in Puerto Rico and both parents were born in Puerto Rico (therefore U.S.
citizens), enter

e “U.S.-born” — Yes

e  Country of birth — Puerto Rico

Comment: Not “U.S.-born” and born in any country other than the U.S.
If the patient was born in a country other than the United States to parents who were not “U.S. citizens,”

enter
e “U.S.-born” — No
e Country of birth — name of the country where the person was actually born

Example: Not “U.S.-born” but born in Puerto Rico, Guam, the U.S. Virgin Islands, or the
Commonwealth of the Mariana Islands (people born in these countries are U.S. citizens but not
necessarily U.S.-born)
If the patient was born in Puerto Rico and but neither parent was a U.S. citizen, enter

e “U.S.-born” - No

e  Country of birth — Puerto Rico

Example: Not “U.S.-born” and born to parents who are not U.S. citizens
If the patient was born in Russia and both parents are Russian citizens, enter
e “U.S.-born” - No
e Country of birth — Russia
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13. Month-Year Arrived in U.S.

13. Month-Year Arrived in U.S.
Maonth Year

Primary Purpose: Programmatic function. Data are used to guide TB programsin devel oping
drategiesfor TB prevention and control for persons born outsde the U.S.

Description Comment
Month and year When the patient first arrived inthe | Complete thisitem if the patient was
(e.g., 02/1975) United Sates (1 of the 50 gatesor | bornin another country.

the Digrict of Columbia).

If month is unknown, enter 99 asthe
default value (e.g., 99/1975).

If neither month nor year is known,
enter 99/9999.

L eave item blank If patient wasbornin 1 of the 50
gates or the Digrict of Columbia.

Comment: If the patient was born abroad to a parent who wasa U.S. citizen
If a patient was born abroad to a parent who wasa U.S. citizen, enter the month and year that the patient
firg arrived in the United States (1 of the 50 states or the Digtrict of Columbia).

Example: If the patient was born abroad to a parent who was a U.S. citizen
If a patient was born in Germany to a parent who wasa U.S. citizen, enter the month and year that the
patient first arrived in the United States (1 of the 50 states or the Digtrict of Columbia).

Example: If the patient was born abroad to a parent who was a U.S. citizen
If a patient was born in Puerto Rico to a parent who wasa U.S. citizen, enter the month and year that the
patient first arrived in the United States (1 of the 50 sates or the Digrict of Columbia).

Example: Datethat a patient first arrived from another country who enters on student visa

If a patient isa citizen from another country and comesto the United States (1 of the 50 states or the
Digrict of Columbia) on a sudent visaand returns home, and then later returnsto the United States, the
date when the patient firgt arrived in the United States as a student would be the date that should be
entered, even if the patient doesn’t return for many years.
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14. Pediatric TB Patients (<15 years old)

-

14. Pediatric TB Patients (<15 years old)
Country of Birth for Primary Guardian(s): Specify
Guardian 1
Guardian 2

Patient lived outside U.S. for »2 months? DY@S D No
(select one)

D Unknown

If YES, list countries, specify:

Primary Purpose: Surveillance. Data are used to capture risk factors for guardians born in countries
that have a high burden of TB and when pediatric patientslivein TB endemic countries.

To better capture important information about pediatric TB patients (<15 years old), this variable provides
information on country of birth for primary guardians (or primary care givers) of the pediatric patient and
whether the patient lived outside the United States (1 of the 50 states or the Didtrict of Columbia) for an
uninterrupted period of more than 2 months.

Note: Pediatric TB Patients (item 14) should be completed for all pediatric patients. For all pediatric
patients, ask the country of birth for parents or primary guardians and whether the patient has lived
outside the United States for >2 months consecutively.

Complete thisitem for all pediatric TB patients (<15 yearsold).

Description
Country of birth for the Enter the names of the countries where the primary guardians were
primary guardians (e.g., actually born.
mother, father, adoptive or
foster parent, grandparent) Enter as many as 2 parents or primary guardians.

Completethisitem for all pediatric TB patients (<15 years old).

Option Description Comment
(select one)
Yes Pediatric patient lived outsde the United Although it may be difficult to

States (1 of the 50 gtates or the Digtrict of determine the exact amount of
Columbia) for an uninterrupted period of | uninterrupted time that a patient lived
more than 2 months. outsde the United States, check Yes
and enter the names of the countriesif
the period is believed to be more than
8 consecutive weeks (2 months).

No Pediatric patient did not live outsde the
United Statesfor an uninterrupted period
of more than 2 months.
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Unknown It isnot known whether the pediatric patient
lived outsde the United Statesfor an
uninterrupted period of more than 2
months.

Comment: Lived outside the United States
Lived outsde the United States refersto the place where a person stayed or dept most of the time, or the
place the person considered home during the stated period.

If you selected Y es, enter the following information.

Description Comment
Countries Enter the names of the countrieswhere | Enter as many as 3 non-U.S. countriesin
(specify) the pediatric patient lived. which the patient most recently lived for a
total of more than 2 uninterrupted
months.

Example: Yes, Lived outside the United Statesin as many as 3 countriesfor atotal of more than 2
uninterrupted months
From January 1 to March 15, the patient lived outsde the United States

e LivedinZambiafor 10 weeks, then

e Returned to the United States

Example: Yes, Lived outside the United Statesin as many as 3 countries for atotal of more than 2
uninterrupted months
From January 1 to March 15 the patient lived outsde the United States

e LivedinZambiafor 4 weeks, then

e Livedin South Africafor 3 weeks, then

e Livedin Botswana 3 weeks, then

e Returned to the United States

Example: No, Lived outside the United Statesin as many as 3 countriesfor atotal of more than 2
months, but travel wasinterrupted

From January 1 — March 15 the patient lived outside the United States

Lived in Zambiafor 5 weeks, then

¢ Returned to the United States for 2 weeks, then

e Livedin South Africafor 5 weeks, then

e Returned to the United States
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15. status at TB Diagnosis

15. Status at TB Diagnosis (select one)

Oaive Hpead

Month

Day Year

If DEAD, enter date of death:

I

||

If DEAD, was TB a cause of death? (select one)

D Yes

DNO

D Unknown

Primary Purpose: Surveillance. Data are used to examine mortality and to determine if TB was a cause

of deeth.
Option Description Comment
(select one)
Alive Patient was dlive at time If the patient
e Laboratory results ¢ Wasknown to be culture or NAA test result
confirmingaTB positive cons stent with TB prior to the date of
diagnoss (e.g., poditive death but did not gart TB therapy per
culture or nucleic acid ATS/CDC/IDSA guidelines, classfy the patient
amplification [NAA] asalive a TB diagnosis
test result cons stent e Started empiric therapy for TB disease (per
with TB) were known ATS/CDC/IDSA guidelines), but TB was not
to the provider verified until after the patient’s death, classify
or as alive at TB diagnosis
e TB medications were e Started TB therapy, regardless of |aboratory or
darted clinical confirmation for TB diagnoss, classfy
the patient asalive at TB diagnos's
Dead Petient was deceased at the | e  If diagnostic specimenswere collected for

time laboratory results
confirming a TB diagnoss
(e.g., poditive culture or
NAA ted result cond stent
with TB) were known to
the provider

evaluation of TB prior to death, but postive
resultsto make a diagnosis of TB were not
available until after death, and patient did not
gart TB therapy, classfy asdead a TB
diagnosis

If TB diagnos s was made after death based on a
congellation of clinical and other findings (e.g.,
symptoms, TST, and imaging studies) in the
absence of laboratory confirmation, and the
patient did not start therapy, classfy asdead at
TB diagnosis

If patient was receiving treatment for latent TB
infection at death because active TB disease was
not suspected, and TB was diagnosed after
death, classify asdead at TB diagnoss

If patient was diagnosed & autopsy, classfy as
dead at TB diagnoss
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Comment:

If a person dieswhile taking isoniazid as preventive therapy for latent TB infection, and this personis
found after death to have had TB disease, he/she should be classfied asDead at TB diagnosis.

If you selected Dead a TB diagnoss, enter date of death.

Description

Comment

Date of death
(e.g., 01/17/2005)

Month, day, and year patient
died

If day isunknown, enter 99 asthe default value
(e.g., 01/99/2005).

If you selected Dead at TB diagnoss, was TB a cause of death?

Option Description Comment
(select one)
Yes TB was Written documentation of the cause of death
(relatedto TB e Theimmediate cause (e.g., death certificate, autopsy report, medica
disease) or record) is recommended. However, oral
e Anunderlying cause information from a reliable source (e.g., ahedth
or care provider) will be accepted.
e Another sgnificant condition
contributing to death (evenif | A death certificate is not necessarily required to
TB washot the main cause | completethisfield. In some cases deaths may be
of death) certified before receipt of results of
e Pogtive M. tuberculoss culture
or
e Other findings consstent with TB
If the patient died asaresult of a surgical
procedure that wasindicated for TB, or TB
complicated a surgical procedure not related to
TB.
No TB was not
(unrelatedto TB | ¢ The immediate cause
discase) or
e Anunderlying cause
or
e Another sgnificant condition
contributing to death
Unknown Cause of death isnot known. Every effort should be made to determine if

death wasrelated to TB disease before
classfying as unknown.

Note: Thisshould reflect current or active TB disease (not LTBI) whenever death certificate or death
documentation is used.
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16. Site of TB Disease

16. Site of TB Disease (select all that apply)

D Pulmonary D Bone and/or Joint
I pieural O Genitourinary
O Lymphatic: Cervical O Meningeal

L] Lymphatic: Intrathoracic [ peritoneal
5] Lymphatic: Axillary
[ Lymphatic: Other [ site ot stated
[ Lymphatic: Unknown

] Laryngeal

L1
[ other: Enter anatomic code(s)

2

L 1]

/

Primary Purpose: Surveillance. Data are used to document site of TB disease.

Option

(select all that apply)

Description

Comment

Pulmonary, pleural,
lymphatic, etc.

Sel ect boxes corresponding to the
ste(s) of TB disease.

Other: enter
anatomic code(s)

If gte of TB diseaseisa site
other than those listed, enter the
anatomic code(s) (see

Appendix C— Anatomic Codes).
You may enter as many as 3
Other anatomic codes.

Refer totheligtingsfor ste of TB
disease and anatomic codes. In
Appendix C— Anatomic Codes,
anatomic codes for Other are marked
with an agterisk (*). Select only from
sites marked with an agterisk (*).
Anatomic codes without an asterisk
are parts of organ systems
corresponding to Site of TB Disease.

Site not stated

If you selected Site not stated, do not
check any other box.

Note: For the purposes of the RVCT training materias, use the codes listed in the appendices. Some
software programs used to enter data on the RVCT may NOT use the codes listed in the appendices.
For example, the Anatomic Codes may be a drop-down item where you choose the actual Ste rather
than enter a code. For more information, see ingtructions for the software you use.
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Comment: If more than 1 organ or disease siteisinvolved
If there is evidence that more than 1 organ or disease sSte isinvolved, check al involved stes of disease.

Comment: Lymphatic intrathoracic
Lymphatic intrathoracic includes hilar, bronchid, mediagtind, peritracheal, and other lymph nodes within
the thorax.

Comment: Miliary TB

Unlike the previous RVCT form, the new form has no placeto select miliary TB in Site of Disease (item
16). If the report of theinitial chest radiograph or theinitial chest CT scan indicates“miliary TB or a
miliary or bilateral micronodular pattern,” record this finding under I nitial Chest Radiograph (item
22A) or Initial Chest CT Scan or Other Chest | maging Study (item 22B), respectively. However,
pulmonary should be selected as Site of Disease (item 16) if the chest x-ray or CT scan shows evidence
of nodules consistent with miliary TB.

Miliary TB is a serious type of tuberculosis infection. It is a clinical or radiologic finding, rather than a
site of disease. Miliary TB is the result of a TB lung infection eroding into the bloodstream and from there
disseminating throughout the body to multiple organs. It appears on radiograph as a great number of small
(1- to 2-mm), well-defined nodules that look like millet seeds scattered throughout the lungs, hence the

name “miliary.”
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RVCT
(page 2 of 3)
ltems 17 — 25

]
Page 2 of the RVCT report includes ingructions for completing items 17 — 25. Tt includes data about
laboratory results and primary reason the patient was evaluated for TB disease.

Patient’s Name State Case No. REPORT OF VERIFIED CASE
Lamg s [ OF TUBERC ULOSIS

REPORT OF VERIFIED CASE OF TUBERCULOSIS

ﬁ?. Sputum Smear jsslect one) Date Collectad:
[Jresitive [ Tnot pone ] bay b
O negative [Junknown | | ‘ I | | | J |
18, Sputum Culture (ssiect one) Date Collscted: Dete Result Reported
Cpasitve [ ot Dene Menth bay hd ) Menth cay vear
Dlbessie Dlurieomn L) COe e 1]
Reporting Laberatory Typs (select one) Public Health Commercial
[ aborato O Laboratary [eher

18, Smear/Patholagy/Cytalogy of Tissue and Other Body Fluids (elect ons)

[ peeitive 1Mot Done Date Gollactad: Enter anatomic cods Type of exam (select all that apoiy):
Month Day “Vear isee list): 1 .
O negetive Cunknown | ‘ |* | | | ‘ | | | | Damear - [ pathotogyCytoloay
20, Gulture of Tissue and Other Body Fluids (selsct ans) T
[ pesitive Mot Done Dete Colkected: s E‘ ©%  Date Resutt Reportsd:
Month Day “ear Manth Day aar
e S (LTI L eI
Feperting Laberatory Typs (select one) Public Health Commersial
O borate O Laboratary Clother
1. Nusleic Acid Amplification Test Result (ssiect ne)
rositive [ Not Done Date Collected Date Fiesult Reported.
Month Cay ear Manth Day

[Dhisgatve [ unknown =
S NN (LTI

Reporting Labaratary Type select one):

Enter pecimen type: || Sputum . . |
oR Ublic Hea mmercial
|:|:| o Laboratory a Lsboratory Eother

# not Sputum, enter anatomic code (see stk

[ incleterminate

Initial Chest Radiograph and Other Chest Imaging Study

22A. Initial Chest Radiograph  [yormai [ Abnomal (consistert with TE) [ Not Dene [ unknown
(select ona) —
*For ABNORMAL Initial Ghest Radicaraph:  Evidence of a cavity issiect onel: [ I¥es  [IMo ] Unknown

Eviclence of miliary T sefectonep: lves [Ine [unknown

228, Initial Chest CT Scanor  [Tyoma [ Abnomal* (consistent with TE) [ Not Dene [ unknown
Other Chest Imaging _
Study sslect one) * For ABNDRMAL Initial Chest CT Scan Evidence of acavity peiectongl: | I¥es [INo [ Unknown

cr Other Chest Imaging Study: ) M
\ SEnn S Evidencs of miliary T8 (select anej: [ 1ves [ Ino ] Unknown
23, Tuberculin (Mantoux) Skin Test 25. {Prl'r:a{ry Reason Evalusted for TB Disease
at Diagnosis (sslect one) feelect one)
) Date Tubsrculin Skin Test (TST) Placec Millimeters {mm)
[Dpcaitive  [IHot Done sl e symptoms
Month Day Year :
[negative [Tunknewn | | ‘ | | | | | ‘ [l Ainermal Chest Radiograph (cansistert with TB)
[ contact Investigation
[ rargeted Teet
24 Interferon Gamma Release Assay Date Collectad: it
for Mycobacterium tuberculesis at Disgnosis  yontn Day = [T Health Gars Worker
fselect one)
0 . | ‘ ‘ | | | | ‘ | | [ EmploymentzAdminisirative Testing
Posiive || Not Done
- [ immigration Mediical Exam
[negatve L] Unkrown Tst type: [ incidental Lab Resuit
L [ indeterminate Specify ] Unknown )
CDC 729A Rev 00152008 C2121321 1st Copy REPORT OF VERIFIED CASE OF TUBERCULCSIS Page2of 3
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1/. Sputum Smear

17. Spubum Smear (seiect ans) Cavie: Callaciad;

: Pasitiva I_l hat Dana

i D Yaar
[ Megativa L irienanm |_ IJ|J__ | J_J__I__

Primary Purpose: Case management and surveillance. Thisresult is one factor in determining whether
the patient’s disease meets the public health definition of TB.

Option Description Comment
(select one)

Positive The result of any sputum examination was
positive for acid-fast bacilli (AFB).

Negative Results of all examinations were negative.

Not done Sputum smear examination is known not to have
been done.

Unknown It isnot known whether a sputum smear If aninitial sputum specimen
examination was performed. was collected and results are

or unknown, but results |l ater

Results are not known for a reason other than become known, update the

pending results (e.g., result waslost or specimen results.
was contaminated, and no other specimen can be
obtai ned).

Comments: Sputum

Sputum includes spontaneous and induced sputum. Do not include the results of microscopic examination
of pulmonary secretions obtained by tracheal suction, bronchoscopy procedures (e.g., bronchial washing
or lavage, scrapings, biopsies), or gastric aspiration. See Smear/Pathology/Cytology of Tissue and
Other Body Fluids (item 19).

Sputum should have been collected during the diagnostic evaluation or shortly thereafter. Do not record
gpecimens collected after the patient has received treatment for more than 2 weeks.
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For Positive or Negative results of sputum smear examinations, enter the following information.

Description Comment

Date Month, day, and year the first If several sputum examinations were done and

collected sputum specimen with a positive the results of 1 or more sputum examinations
result was collected (e.g., were positive, enter the date the first sputum
01/17/2009) gpecimen with a positive result was coll ected.
Month, day, and year the first If several sputum examinations were done and
negative sputum speci men was all results were negative, enter the date the first
collected (e.g., 01/17/2009) if dl Sputum speci men with a negative result was
results were negative collected.
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18. Sputum Culture
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Primary Purpose: Case management and surveillance. Thisresult isa main factor in determining
whether the patient’s disease meets the public health definition of TB.

Option Description Comment
(select one)
Positive The result of any (or the only) sputum
culture was poditive for M. tuberculos's
complex.
Results of all sputum cultures were
Negative negative for M. tuberculosis complex.
Not done It isknown that the sputum culture was not
done.
Unknown It isnot known whether a sputum culture If aninitial sputum specimen was

was performed.

or
Results are not known for a reason other
than pending results (e.g., result waslost
or gpeci men was contami nated, and no other
gpecimen can be obtained).

collected and results are unknown,
but results later become known,
update the results.

Comment: Sputum
Sputum includes spontaneous and induced sputum. Do not include the culture results of pulmonary
secretions obtained by trachea suction, bronchoscopy procedures (e.g., bronchia washing or lavage,

scrapings, biopsies), or gagtric aspiration. For more information, see Culture of Tissue and Other Body

Fluids (item 20).

Sputum should have been collected during diagnogtic work-up or shortly thereafter. Do not record
gpecimens collected after the patient has received treatment more than 2 weeks.
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For positive or negative results of sputum cultures, enter the following information.

Description

Comment

Date
collected

Month, day, and year the first sputum

gpecimen with a positive culture result was

collected (e.g., 01/17/2009)

If several sputum cultures were
performed and the results of 1 or
more were positive for M.
tuberculosis complex, enter the date
the first sputum culture with apogtive
result was collected.

Month, day, and year the first sputum

gpecimen with a negative culture result was
collected (e.g., 01/17/2009) if dl results were

negative

If several sputum cultures were done
and all results were negative, enter
the date the first sputum specimen
with a negative result was collected.

For the first sputum culture reported positive for M. tuberculosis complex, enter the following

information.
Description Comment
Date result Month, day, and year the This date can be found on the laboratory report
reported laboratory reported the result asthe date the report isreleased or made

(e.g., 01/17/2009)

available.

If the day is unknown, enter 99 asthe default
value (e.g., 01/99/2009).

For positive culture results, select the option that best describes the reporting laboratory type.

Option Description Comment
(select one)
Public health | Any laboratory associated with a
laboratory locd or agate health department
Commercial Any laboratory that charges
laboratory afee for each specimen
processed or test performed
Other Any other laboratory that is Hospital laboratories (e.g., Nationa Jewish

not consdered apublic health
laboratory or acommercial
laboratory

Health hospital laboratory) or laboratories
associated with federal public health agencies
(e.g., Centersfor Disease Control and
Prevention, Veterans Adminigration, Indian
Health Service [IHS], Tribal Hedth
Department, or Bureau of Prisons)

National Jewish Health hospita laboratory
sometimes charges for services, but for the
purposes of the RVCT it is categorized as
“Other.”

60




19 Smear/Pathology/Cytology of Tissue and Other Body
" Fluids
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Primary Purpose: Case management and surveillance. Thisresult isa factor in determining whether
the patient’s disease meets the public health definition of TB.

Note: Thisitemisfor recording results of a smear, or pathology, or cytology of tissue and/or other
body fluids. Inthisitem, “tissue and other body fluids” does not include sputum. Examples of tissue
and other body fluids are tracheal aspirate, bronchia cellsand fluid, urine, bone marrow, lymph node,
cerebral spinal fluid, lung tissue or fluid, and pleurd fluid that are collected from various procedures
(e.g., bronchoscopy, bronchial washing or lavage, biopsy, gastric aspiration, pleura aspiration).

Results from sputum smear examinati ons and sputum cultures should be entered under Sputum Smear
(item 17) and Sputum Culture (item 18).

Option Description Comment
(select one)
Positive Any tissue or body fluid other than sputum that (see Any positive result
Note above) supersedes a negative
e Teded podtive by smear examination result.
or

e  Showed granulomas, granulomatous inflammation,
or other pathologic or histologic findings cons stent
with TB disease during a pathol ogic/cytol ogic
examination. (Such findings are listed on the

pathology or the cytology report.)
Negative All specimens of tissue or fluid that
e Teded negative by smear examination
or

e  Showed no evidence of granulomas, granulomatous
inflammation, or other pathologic or higologic
findings consstent with TB disease during a
pathol ogi c/cytol ogic examination. (Such findings
are listed on the pathology or the cytology report.)

Not done Examinations of tissue or fluids are known not to have
been done.
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Unknown It isnot known whether tissue or fluids If aninitial specimen was

e Wereexamined collected and results are
or unknown, but results | ater
e Resultsare not known for areason other than become known, update

pending results (e.g., result waslogt or specimen the results.
was contaminated, and no other specimen can be
obtained).

Comment: When to collect specimen

A smear, or pathology, or cytology specimen should have been collected during diagnostic workup or
shortly thereafter. Do not record specimens collected after the patient has received treatment more than 2
weeks.

For positive or negative results of an examination for asmear or, pathology, or cytology of tissue and/or
other body fluids, enter the following information.

Description Comment
Date Month, day, and year the first If several specimen (tissue or fluid)
collected gpecimen with a positive result was examinations were done and the results of 1
collected (e.g., 01/17/2009) Or more examinations were positive, enter the
date thefirst specimen with a positive result
was col | ected.

Month, day, and year the first negative | If several specimen examinations were done

gpecimen was collected (e.g., and all results were negative, enter the date
01/17/2009) if all results were negative | the first specimen with a negative result was
collected.
Anatomic Enter appropriate anatomic code (e.g.,
code 30 for pericardium) from Appendix

C — Anatomic Codes.

Note: For the purposes of the RVCT training materias, use the codeslisted in the gppendices. Some
software programs used to enter data on the RVCT may NOT use the codes listed in the appendices.
For example, the Anatomic Codes may be a drop-down item where you choose the actual Ste rather
than enter a code. For more information, see ingtructions for the software you use.
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For Type of Exam, select both of the following if applicable.

Option Comment
(select all that apply)
Smear Select the type(s) of exam that correspond(s) to the result selected in
item 19.
Pathology/cytology

Comment: Any positive result supersedes a negative result in reporting TB diagnostic criteria.

If the results are discrepant (smear negative, pathology positive), then Type of Exam should correspond to
the result captured as positive. If both smear and pathol ogy had been positive, both smear and

pathol ogy/cytology should be checked under Type of Exam. Likewise, if both smear and pathology had
been negative, then both smear and pathol ogy/cytology should be checked under Type of Exam.

Example: Positive result superseding a negative result
If the smear results were negative and the pathol ogy was positive, then Type of Exam selected should be
Pathology. In thiscase, smear would not be sel ected because the result was negative.

Reporting TB Diagnostic Criteria
(Positive Result Supersedes Negative Results)

Positive Diagnosis Negative Diagnosis
(Any TB Test Result Is Positive) (All TB Test Results Are Negative)
15 Test 2" Test 15 Test 2" Test

Positive —+ Positive Negative —+ Negative
Positive —+ Negative
Negative —+ Positive
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2(0. Culture of Tissue and Other Body Fluids
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Primary Purpose: Case management and surveillance. Thisresult isafactor in determining whether
the patient’s disease meets the public health definition of TB.

Note: The term “tissue and other body fluids” does not include sputum. Examples of tissue and other
body fluids are tracheal aspirate, bronchial cellsand fluid, urine, bone marrow, lymph node, cerebra
spinal fluid, lung tissue or fluid, and pleura fluid collected from various procedures (e.g.,
bronchoscopy, bronchial washing or lavage, biopsy, gastric aspiration, pleural aspiration).

Results from sputum smear examinations and sputum cultures should be entered under Sputum Smear
(item 17) and Sputum Culture (item 18).

Option Description Comment
(select one)

Positive The culture resultsfor any tissue or fluid culture | If aninitial specimen was
other than sputum (see Note above) was postive | collected and results are
for M. tuberculod's complex. unknown, but results later

become known, update the
results.

Any positive result supersedes
a negative result.

Negative The culture resultsfor all tissue or fluid cultures
other than sputum cultures, were negetive for M.
tuberculosis complex.

Not done It isknown that tissue or fluid cultures were not
done.

Unknown It isnot known whether tissue or fluid cultures If aninitial specimen was

were performed

or
Results are not known for a reason other than
pending results (e.g., result waslost or specimen
was contaminated, and no other specimen can be
obtai ned).

collected and results are
unknown, but results | ater
become known, update the
results.
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Comment: When to collect specimen

Specimens of tissue and other body fluids should have been collected during diagnostic workup or shortly
thereafter. Do not record specimens collected after the patient has received treatment for more

than 2 weeks.

For positive or negative result of tissue or fluid culture, enter the following information.

Description Comment
Date Month, day, and year thefirt | |f cultures were performed on several specimens
collected specimen with a positive result | of tjssue or fluid and the results of 1 or more were
was collected (e.g., positive for M. tuberculosis complex, enter the
01/17/2009) date the first specimen with a positive culture

result was collected.

Month, day, and year the first If several cultures were done and all results were
gpecimen with a negative result | negative, enter the date the first specimen with a
was collected (e.g., 1/17/2009) | negative result was collected.

if al results were negative

Anatomic code | Enter appropriate anatomic
code (e.g., 30 for pericardium)
from Appendix C — Anatomic
Codes.

Note: For the purposes of the RVCT training materids, use the codeslisted in the gppendices. Some
software programs used to enter data on the RVCT may NOT use the codes listed in the appendices.
For example, the Anatomic Codes may be a drop-down item where you choose the actual Ste rather
than enter a code. For more information, see ingructionsfor the software you use.
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For the first tissue or fluid culture reported to be positive for M. tuberculosis complex, enter the
following information.

Description

Comment

Date result
reported

Month, day, and year the result
was reported by the laboratory
(e.g., 01/17/2009)

This date can be found on the laboratory report as
the date the report isreleased or made available.

If the day is unknown, enter 99 asthe
default value (e.g., 01/99/2009).

For positive reaults, select the option that best describesthe reporting laboratory type.

Option Description Comment
(select one)
Public health | Any laboratory associated with
laboratory alocal or agate hedth
department
Commercial Any laboratory that charges
laboratory afee for each gpecimen
processed or test performed
Other Any other laboratory that is Hospital laboratories (e.g., National Jewish Health

not consdered apublic health
laboratory or acommercial
laboratory

hospital laboratory) and |aboratories associated
with federal public health agencies (e.g., Centers
for Disease Control and Prevention, Veterans
Adminigration, Indian Health Service [IHS],
Tribal Health Department, and Bureau of Prisons)

Nationa Jewish Health hospita laboratory
someti mes charges for services, but for the
purposes of the RVCT it is categorized as
“Other.”
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21. Nucleic Acid Amplification Test Result
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Primary Purpose: Case management and surveillance. Thisresult isafactor in determining whether

the patient’s disease meets the public health definition of TB.

Option Description Comment
(select one)

Positive Any NAA test result was positive for M. Any positive result supersedes

tuberculos's complex. all other test results (e.g., 1
positive and 2 negatives =
postive; 1 indeterminate and 1
negative and 1 podtive =
positive).

Negative No NAA test results were positive for M. A negative result supersedes
tuberculosis complex and at least oneresult was | indeterminate (e.g., 1 negative
negative. and 1 indeterminate =

negative).

Not done NAA test was not performed.

Unknown It isnot known whether an NAA test was If aninitial specimen was
performed. collected and results are

or unknown, but results | ater
NAA teg resultsare not known or result is not become known, update the
known for a reason other than pending results. results.

Indeterminate | All NAA tests were indeterminate (e.g., All tests are indeterminate.
inconclusgive, inhibitory).
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For positive or negative results of NAA testing, enter the foll owing information.

Description

Comment

Date
collected

Month, day, and year the
first goutum specimen with
apositive result was
collected (e.g., 01/17/2009)

If several specimenswere collected and the NAA
test results of 1 or more were positive for M.
tuberculosis complex, enter the date the first
peci men with a postive result was collected.

Month, day, and year the
first goutum specimen with
anegative result was
collected (e.g., 01/17/2009)
if dl results were negative

If several specimenswere collected and all NAA
test results were negative, enter the date the first
putum specimen with a negative result was
collected.

Select the Specimen Type on which NAA testing was done.

for pericardium) from Appendix C —

Anatomic Codes

Option Description Comment
(select one)
Sputum
Not sputum Enter appropriate anatomic code (e.g., 30

Note: For the purposes of the RVCT training materids, use the codeslisted in the gppendices. Some
software programs used to enter data on the RVCT may NOT use the codes listed in the appendices.
For example, the Anatomic Codes may be a drop-down item where you choose the actual Ste rather
than enter a code. For more information, see ingructions for the software you use.

For the first NAA test result reported positive for M. tuberculoss complex, enter the following

information.
Description Comment
Date result Month, day, and year the result was This date can be found on the
reported reported by the laboratory (e.g., laboratory report as the date the report

01/17/2009)

isreleased or made avallable.

68




For positive NAA tes results, select the option that best describes the reporting laboratory type.

Option Description Comment
(select one)

Public health Any laboratory associated with aloca or

laboratory a gate health department

Commercial Any laboratory that charges

laboratory afee for each specimen
processed or test performed

Other Any other laboratory that is Hospital laboratories (e.g., National
not consdered apublic health Jewish Health hospital laboratory)

laboratory or acommercial laboratory | and laboratories associated with
federal public health agencies (e.g.,
Centersfor Disease Control and
Prevention, Veterans Administration,
Indian Hedth Service [IHS], Tribd
Health Department, and Bureau of
Prisons)

Comment: Nucleic Acid Amplification Tests

The MMWR report, “Updated Guidelines for the Use of Nucleic Acid Amplification Tests in the
Diagnosis of Tuberculosis,” provides information on the NAA tests that have been approved by the Food
and Drug Administration for use with AFB smear-positive respiratory specimens. Accessible at
www.cdc.gov/mmwr/preview/mmwrhtml/mm5801a3.htm.
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22A. Initial Chest Radiograph

Initial Chest Radiograph and Other Chest Imaging Study

22A. Initial Chest Radiograph [ normal

DAbnor’ma\“ (consistent with TB) D MNot Done D Unknown
(select one)

* For ABNORMAL Initial Chest Radiograph: Evidence of a cavity (select one): D Yes D No D Unknown
Evidence of miliary TB {select one): ] Yes O No O Unknown

Primary Purpose: Case management and surveillance. Thisis part of adiagnogtic eval uation used to
determine whether the patient’s disease meets the public health definition of TB.

Select the reault of the initial chest radiograph(s) performed during the diagnogic evaluation for TB.

Option Description
(select one)
Normal Initial chest radiograph(s) showed no abnormalities consistent with TB. This
category includes any other abnormalitiesthat are not cons stent with TB.
Abnormal Any initia ched radiograph showing abnormalities (e.g., hilar adenopathy,
(consistent with TB) | effusion, infiltrate[s], cavity, scarring) consstent with TB.
Not done It isknown that theinitial chest radiograph was not done.
Unknown It isnot known whether aninitial chest radiograph was done.
or

Result of initial chest radiograph isnot known or result is not known for a
reason other than pending results.
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For abnormal results, select one option for each type of evidence.

Option Description
(select one)
Evidenceof | Yes Any initid chedt radiograph(s) showing evidence of 1 or more lung
a cavity cavities
No
Unknown
Option Description
(select one)
Evidenceof | Yes Any initid chest radiograph(s) showed evidence of miliary disease
miliary TB (e.g., miliary TB, or miliary or bilateral micronodular pattern)
No
Unknown

Comment: Miliary TB

Unlike the previous RVCT form, the new form has no place to select miliary TB in Site of Disease (item
16). If the report of theinitial chest radiograph or theinitial chest CT scan indicates“miliary TB or a
miliary or bilateral micronodular pattern,” record this finding under I nitial Chest Radiograph (item
22A) or Initial Chest CT Scan or Other Chest | maging Study (item 22B), respectively. However,
pulmonary should be selected as Site of Disease (item 16) if the chest x-ray or CT scan shows evidence
of nodules consistent with miliary TB.

Miliary TB is a serious type of tuberculosis infection. It is a clinical or radiologic finding, rather than a
site of disease. Miliary TB is the result of a TB lung infection eroding into the bloodstream and from there
disseminating throughout the body to multiple organs. It appears on radiograph as a great number of small
(1- to 2-mm), well-defined nodules that look like millet seeds scattered throughout the lungs, hence the
name “miliary.”
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22B . Initial Chest CT Scan or Other Chest Imaging Study
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Primary Purpose: Case management. Thisis part of adiagnostic eval uation used to determine whether
the patient’s disease meets the public health definition of TB.

Select theresult of the initial chest computerized tomography (CT) or other chest imaging study such as
magnetic resonance imaging (MRI), performed during the diagnostic evaluation for TB.

Option Description
(select one)

Normal Initial chest CT scan or other chest imaging study showed no abnormalities
consgent with TB. This category includes any other abnormalities that are not
consstent with TB.

Abnormal Any initid chest CT scan or other chest imaging study showed abnormality

(consistent (e.g., hilar adenopathy, effuson, infiltrate[s], cavity, scarring) cong stent with TB.

with TB)

Not done It isknown that theinitial chest CT scan or other chest imaging sudy was not done.

Unknown It isnot known whether aninitial chest CT scan or other chest imaging study was
done.

or
Result of initial chest CT scan or other chest imaging study isnot known or result is
not known for a reason other than pending results.
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For abnormal chest CT scan or other chest imaging study results, select one option for each type of
evidence.

Option Description
(select one)
Evidenceofa | Yes Any initia chest CT scan or other chest imaging study showed
cavity evidence of 1 or more cavities.
No
Unknown
Option Description
(select one)
Evidence of Yes Any initia chest CT scan or other chest imaging study showed
miliary TB evidence of miliary disease (e.g., miliary TB, or miliary or
bilatera micronodular pattern).
No
Unknown

Comment: Miliary TB

Unlike the previous RVCT form, the new form has no place to select miliary TB in Site of Disease (item
16). If the report of theinitial chest radiograph or theinitial chest CT scanindicates“miliary TB or a
miliary or bilateral micronodular pattern,” record this finding under I nitial Chest Radiograph (item
22A) or Initial Chest CT Scan or Other Chest | maging Study (item 22B), respectively. However,
pulmonary should be selected as Site of Disease (item 16) if the chest x-ray or CT scan shows evidence
of nodules consistent with miliary TB.

Miliary TB is a serious type of tuberculosis infection. It is a clinical or radiologic finding, rather than a
site of disease. Miliary TB is the result of a TB lung infection eroding into the bloodstream and from there
disseminating throughout the body to multiple organs. It appears on radiograph as a great number of small
(1- to 2-mm), well-defined nodules that look like millet seeds scattered throughout the lungs, hence the
name “miliary.”
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23. Tuberculin (Mantoux) Skin Test at Diagnosis

23. Tuberculin (Mantoux) Skin Test
at Diagnosis {select ong)

Date Tuberculin Skin Test (TST) Placed: Millimetars (mim)

I:I Positive |:| Mot Done L (mim)

of induration:

Month Day Year

D Negative D Unknown

Primary Purpose: Case management. Thisresult hel ps guide cliniciansin diagnosing TB infection and
is a factor in determining whether the patient’s disease meets the public health definition of TB.

Positive or negative result of the tuberculin skin test (TST) should be interpreted according to Table 7 of
the currently accepted guidelines (www.cdc.gov/mmwr/PDF/rr/rr4906.pdf).

Guidelines for Entering TST Results

Enter Do Not Enter

Resultsfrom a TST performed during the current | A patient’s undocumented self-report of a
diagnogtic eva uation previous postive result is not acceptable
M ay enter previous positive test result A previous negative TST reault (reported by the
e If patient had tested positive to aprevious TST | patient or documented or both) isa so not

and acceptable
e The previous positive result is documented in

the medical record.

Option Description
(select one)
Positive Meetsthe criteriafor apodtive TST result.
Negative Result of TST did not meet current criteria for a podtive test result.
Not done TST was not performed
or

Patient reports a podtive result of an earlier TST, but it cannot be documented,
and now the patient refusesa TST.

Unknown It isnot known whether a TST was performed
or
result isnot known for a reason other than pending results.
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For positive or negative TST results, enter the following information.

Description Comment
Date TST placed Month, day, and year the TST was If the month or day is unknown, enter
placed (e.g., 01/17/2009) 99 asthe default vaue (e.g.,

01/99/2009).

Y ear must be recorded. Do not use
9999 for the year.

Millimeters (mm)
of induration

Measurement (in millimeters, mm) of
theinduration (e.g., 05 mm)

If the millimeters of the induration are
not expressed, enter 99 as the default
value.
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Interpreting the TST Reaction

5 or more millimeters

10 or more millimeters

15 or more millimeters

An induration of 5or more
millimetersisconsdered
positive for

o Peopleliving with HIV

e Recent contacts of persons
with infectious TB

e People who have previoudy
had TB disease

e Patientswith organ
transplants and other
immunosuppressed patients
(including patientstaking a
prolonged course of oral or
intravenous corticogteriods
or TNF-a antagonists)

An induration of 10 or more
millimetersis consdered positive
for

People who have come to the
U.S. withinthelast 5 years
from areas of the world where
TB iscommon (for example,
Ada, Africa, Eagtern Europe,
Russia, or Latin America)

People who inject illegal drugs
Mycabacteriol ogy |ab workers

People who live or work in
high-risk congregate settings

People with certain medical
conditionsthat place them at
highrisk for TB (dlicods,
diabetes mellitus, severe kidney
disease, certain types of cancer,
and certain intestina
conditions)

Children younger than 4 years

Infants, children, and
adolescents exposed to adultsin
high-risk categories

An induration of 15 or more
millimetersiscondsdered
positive for

o People with no known
risk factorsfor TB
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Interferon Gamma Release Assay for Mycobacterium
tuberculosis at Diagnosis

-

24, Interferon Gamma Release Assay Date Collected:

for Mycobacterium tuberculosis at Diagnosis Month Day

e (T T I
DPDSIﬁUE [:]Nat Done

“ear

D Megative El Unknown Test typa:

[ indeterminate Specify.

Primary Purpose: Case management. Thisresult helps guide cliniciansin diagnosing TB infection and
is a factor in determining whether the patient’s disease meets the public health definition of TB.

Interferon gamma rel ease assay's (IGRAS) are blood tests for detecting M. tuberculosis infection.
Thisvariable appliesto an IGRA performed during the diagnostic eval uation.

Option Description Comment
(select one)
Positive Any IGRA result was interpreted as “M. Any positive result supersedes
tuberculossinfection is likely.” all other test results (e.g., 1
positive and 2 negatives =
positive; 1 indeterminate and 1
negative and 1 posditive =
positive).
Negative All IGRA results were interpreted as “M. A negative result supersedes
tuberculossinfection is unlikely.” indeterminate (e.g., 1 negative
and 1 indeterminate = negative).
Not done IGRA was not performed.
Unknown It isnot known whether IGRA was
performed.
or
IGRA results are not known, or result isnot
known for a reason other than pending results.
I ndeter minate IGRA resaults could not be determined to be

positive or negative.
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For positive or negative results of IGRA, enter the following information.

Description Comment
Date collected Month, day, and year the If several blood tests were performed and the
blood sample was collected results of one or more tests were positive for M.
(e.g., 01/17/2009) tuberculosis complex, enter the date the first blood
tes with a postive result wascollected.
Test type Specify the blood test If more than 1 test was performed, enter the name
(specify) performed [e.g., of the test used for the specimen for which you
QuantiFERON®-TB Gold test | entered the result.
(QFT-G)]
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25. Primary Reason Evaluated for TB Disease

(select one)

I:‘ TB Symptoms

D Contact Investigation
O Targeted Testing
D Health Care Worker

D Immigration Medical Exam
|:| Incidental Lab Result
D Unknown

25. Primary Reason Evaluated for TB Disease N

[ Abnormal Chest Rad iograph (consistent with TB)

O Employment/Administrative Testing

o

Primary Purpose: Programmatic function. Data are helpful in assessing how a TB case was found.

Select the single primary or initial reason the patient was evaluated for TB disease. The definition of

“primary or initial reason” is the situation or reason that led to the initial suspicion that the patient might
have TB disease. If the patient was referred for evaluation, but the reason for the evaluation is unknown,
try to determine that reason.

Option Description Comment
(select one)
TB symptoms Signsand symptoms consistent with TB | Select if patient seeks medical attention

(e.g., prolonged persistent cough, fever,
lymphadenopathy, night sweats, weight
loss)

because of symptoms. Do not select if
symptoms discovered during a
screening program.

Abnormal chest

Incidental chest radiograph cond stent

Reason for the chest radiograph should

radiograph with TB disease be independent of the other choices
listed and should not have been the
result of suspicion of TB disease.

Contact Result of a contact investigation or

investigation source case finding

Targeted testing | Postive result of tuberculin skin test Do not select if another reason (e.g.,

(TST) or interferon gamma rel ease
assay (IGRA) administered because the
patient was specifically consdered as
highrisk for TB (e.g., personsfrom area
of the world with high rate of TB) or as
part of atesting program focused on
gpecific groups at risk for TB

contact invedtigation, immigration
medical examination, employment/
adminidrative teging, or hedth care
worker status) is more appropriate
(see other choices).
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Health care
wor ker

Podtive result of TST or IGRA
adminigered because the patient was a
health care worker

Refersto all paid and unpaid persons
working in health care settings who
have the potentid for exposure to M.
tuberculoss.

For health care workers being eva uated
for TB disease, hedth care worker
supersedestargeted testing and
employment/admini strative testing.
Other dtuations (e.g., TB symptoms,
contact invedtigation) supersede hedth
care worker.

Employment/
administrative
testing

Results from routine physical
examination before or periodically
during employment, TST or IGRA
required by employer, or primary or
secondary school program for routine
TST

Reflects an administrative requirement
(e.g., aTST program applied to al 5th
gradersina school orto al job
applicants) rather than testing of a group
consdered at highrisk. If TST or IGRA
was performed because the person was
consdered at high risk, select targeted
testing or a more appropriate category,
such ashedth care worker. If
employment was hedlth care-related,
select health care worker rather than
employment/administrative testing.

Immigration Findings of amedical examination that A medica examination is mandatory for
medical exam was part of the immigration application | specific categories of persons seeking
process admission to the United States (e.g.,
immigrants, refugees, asylees). These
medical examinations may be
performed overseas or in the United
States depending on the Stuation. In
addition, a medica examination may be
required for some persons applying for
nonimmigrant visas or specia satus
(e.g., parolees) for temporary admission
to the United States.
Incidental lab The clinica evaluation was for
result something other than TB (e.g.,
bronchoscopy or autopsy). Specimens
were collected and submitted for
evaluation of TB and other diseasesfor
diagnostic completeness. TB was not
expected.
Unknown Reason for evaluating the patient not

known
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Example: TB Symptoms

If aTB patient seeks medicd care because of TB symptoms, select TB Symptoms as the primary
reason for the evauation. If, however, a TB patient wasinitialy encountered viaa contact investigation
and during that invegtigation was al so noted to have TB symptoms, select Contact | nvestigation asthe
primary reason for the eval uation.

Example: Abnormal Chest Radiograph

If the chedt radiograph was performed during a workup for TB disease because of apositive TST result
obtained during targeted testing, select Targeted Testing. However, if achest radiograph was
performed as part of preoperative testing (TB disease was not sugpected), select Abnormal Chest
Radiograph.

Examples: Health Care Worker
Includes full time, part-time, temporary, or contract staff. Examplesinclude:

e Physcians e Persons who deliver health care in the community

e Nurses (e.g., public hedth nurse, visiting nurse, outreach

e Health ades worker)

e Denta workers e Personsnot involved directly in patient care, but

e Headlth technicians potentially at risk for occupational exposure

e Staff inlaboratories and morgues (e.g., correctiond fecility staff, volunteers; outreach

e Emergency medica personnel workers, dietary/nutritional, housekeeping,

e Studentsenrolled in heglth care mai ntenance, clerical, janitorid gaff, administrative
programs gaff and supervisors)
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RVCT
(page 3 of 3)
ltems 26 — 37

_____________________________________________________________________________________________________|
Page 3 of the RVCT report providesingructions for completing items 26 — 37. It includes data about risks
associated with TB, the date that therapy was started, and the initial drug regimen.
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20. HIV Status at Time of Diagnosis

26. HIV Stxbus: at Time of Diagriosis salact anal

E_:r-hq.w-.--,- l_' Incleteminats l—l Mot Criferad l_:l.ll:l-n-':-.un
:;F'l.-:l: Ve D Refused DT-.‘-'J Diarve, Fesiults Linknown

If POSITIVE, enter:

Stabe HIVAAIDS

Patiani Mumber;

| | | | | | | | CitgfCaunly HIVAIDS

Patiwril Murmbsar

HEEEEEE

Primary Purpose: Case management and surveillance. Data are used to determine TB/HIV co-

morbidity.

Note: CDC recommendsthat all personsreceive HIV testing at the time of TB diagnogtic eva uation or
TB diagnogs. Refer to the CDC public health surveillance definition of HIV infection
(http:/Avww.cdc.gov/mmwr/preview/mmwrhtml /rr4813a2.htm).

Note: Documentation of an HIV test result is needed. This documentation from a hospital, clinic, or
private provider, should be written evidence of the test result, or it can be notesin the medica record.
The test result should have been determined within the specified time indicated in the ingtructions

bel ow.
Option Description Comment
(select one)

Negative Documented negative result of HIV ted at the time of Undocumented report is
TB diagnogtic evaluation or at TB diagnosis or earlier, not acceptable.
but not exceeding 1 year

Positive Laboratory result interpreted as postive according to Undocumented report is
published criteria not acceptable.

or

Documented positive result of an earlier HIV test or
documented earlier diagnosis of HIV infection or AIDS

Indeterminate | Documented indeterminate result of an HIV test at the Undocumented report is
time of TB diagnostic evaluation or TB diagnos's not acceptable.

Refused HIV tegting offered but declined at the time of the TB
diagnogtic evaluation or TB diagnosis

Not offered HIV testing not offered at the time of the TB diagnogtic
evaluation or TB diagnoss

Test done, HIV test performed at the time of the TB diagnogtic

results evaluation or TB diagnos's, but the results not known to

unknown the TB program, or result is not known for a reason

other than pending results.
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Unknown Not known whether the patient

e Hashad an HIV test

e Wasever offered atest

o Wasreferred for HIV counseling and testing (e.g.
anonymous tegting center, private testing center)

Comments: Negative HIV status
e Undocumented patient report that an HIV test result was negative isnot acceptable. Such patients
should be offered the opportunity to be tested for HIV.

e If apatient has had anegative tes result, regardless of when the HIV test was performed, the
patient should be offered HIV tegting at the time of TB diagnostic evaluation or TB diagnoss.

e If the patient hed received HIV testing lessthan 1 year before the TB diagnostic evaluation or
TB diagnosis, the documented results were negative for HIV infection, and the patient reports no
risk factor for HIV, check Negative for thisitem.

e A documented negative HIV test from 1 year ago or longer is not valid for checking Negative.

Note: Updatethisitem if additional information is obtained during the course of treatment.

For Positive HIV gatus at thetime of TB diagnosis, enter the foll owing information.

Description
State HIV/AIDS Can be obtained from the state or loca HIV/AIDS surveillance program
patient number

City/county HIV/AIDS | Can be obtained from the state or loca HIV/AIDS surveillance program
patient number
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277 . Homeless Within Past Year

27. Homeless Within Past Year
(select one)

I:INO DYes DUnknown

Primary Purpose: Surveillance. Data are used to determine the extent to which recent homelessnessis
associated with TB disease.

Option Description
(select one)

No Not homeless during the 12 months before the TB diagnostic eval uation was
performed or initiated

Yes Homeless at any time during the 12 months before the TB diagnogtic
evaluation was performed or initiated

Unknown Not known whether the patient was homeless during the 12 months
before the TB diagnostic eva uation was performed or initiated

Comments: Definitions for Homeless
There are many definitions for homeless (National Codition for the Homeless). A homeless
person may be an individua who has
1. Nofixed, regular, and adequate nighttime residence
and
2. A primary nighttime resdencethat is
a. A supervised publicly or privately operated shelter designed to provide temporary living
accommodations, including welfare hotels, congregate shelters, and trangitional housing for
the mentdly ill
or
b. Aningitution that provides atemporary resdence for individua sintended to be
ingitutionalized
or
c. A public or private place not designated for, or ordinarily used as, aregular deeping
accommodation for human beings.

A homeless person may also be defined as a person who has no home (e.g., isnot paying rent, does not
own ahome, and isnot steadily living with relatives or friends). Personsin ungtable hous ng situations
(e.g., alternating between multiple resdences for short stays of uncertain duration) may also be
consdered homeless.
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A homeless person may be a person who lacks cusomary and regular accessto a conventional dwelling
or residence. Included as homel ess are persons who live on streets or in nonresidential buildings. Also
included are resdents of homel ess shelters and shelters for battered women. Res dents of welfare hotels
and single room occupancy (SRO) hotels could dso be consdered homeless. In the rural setting, where
there are usually few shelters, a homeless person may livein non-resdential structures, or substandard

housing, or with relatives. Homel ess does not refer to a person who isimprisoned or in a correctiona
facility.

Note: The homeless category islimited to living conditionsin the United States and does not apply to
living in refugee camps outside the United States.

Note: Update thisitem if additional information is obtained during the course of treatment.
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28. Resident of Correctional Facility at Time of Diagnosis

28, Resident of Correctional Facility at Time of Diagnosis (seiectone)  [INo  [ves [ Unknown
If YES, (select ona): If YES, under custody of
Imimigration and Customs
I_i Faderal Prison [_] Local Jail ]_1 Other Comactional Facility Enforcement? (selact one)
[ state Prison [ Juvenite Correction Facility Ol unknown Lo U ves

Primary Purpose: Surveillance. Data are used to determine if residence in a correctiond facility is
associated with TB disease.

Note: Direct the questions regarding classification of a specific correctiond facility (federal, state,
locd, juvenile, or other) to the Department of Correctionsin your sate.

Option Description
(select one)
No Not an inmate when the TB diagnostic eval uation was performed or initiated
Yes Aninmate of a correctional facility when the TB diagnogtic eva uation was

performed or initiated

Unknown Not known whether the patient was an inmate when the TB diagnostic eval uation
was performed or initiated

If you selected Yes, indicate the type of correctional facility where the patient was an inmate. If the TB
patient was a resdent of more than 1 facility during the diagnostic evaluation, select the facility where the
initial TB diagnogtic eval uation was performed.

Option Description
(select one)

Federal prison Confinement facility administered by a federal agency; includes privately operated
federal correctiond fecilities

State prison Confinement facility administered by a state agency; includes privately
operated gate correctiona facilities

L ocal jail Confinement facility usually administered by aloca law enforcement agency,
intended for adults but sometimes al so containing juveniles; holds persons
detained pending adjudication and/or persons committed after adjudication,
typically for sentences of 1 year or less

Juvenile Public or private resdential facility; includes juvenile detention centers, reception
correctional and diagnogtic centers, ranches, camps, farms, boot camps, residentia treatment
facility centers, and halfway houses or group homes designated specificaly for juveniles
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Other Includes Immigration and Customs Enforcement (ICE) detention centers, Indian
correctional reservation facilities (e.g., tribal jails), military stockades and jails, federal park
facility police facilities, police lockups (temporary holding facilities for persons who have
not been formally charged in court), or other correctional facilities that are not
included in the other specific choices

Unknown Inmate when the TB diagnogtic eval uation was performed, but the type of
correctional facility isnot known

Comment: Correctional facility at time of diagnosis
If apatient isan inmate a a correctional facility and goesto a hospitd for TB diagnogtic eva uation, you
would select
e Yes aninmate of acorrectional facility when the TB diagnodtic eval uation was performed
e Thetype of correctiond facility (rather than the hospital) where he/she resided at time of
diagnogtic evauation

Comment: L ocal Jail

Excludes temporary holding facilities, or lockups, that do not hold persons after they have been formally
charged in court. Includes city and county jails and privately operated local correctional facilities. Report
federal and gate prisoners who are boarded at local jails asresdents of the local jail.

Comment: Juvenile Correctional Facility

Includes juveniles charged or adjudicated as delinquents, juveniles who are not delinquents or criminal
offenders (e.g., runaways, truants, incorrigibles, curfew violators), and juveniles committed or detained
for treatment of abuse, dependency, neglect, or other reasons. Report juveniles who are boarded at federa
or sate prisons or local jailsasresdents of the facility at which they are boarded.

If you selected Y es, indicate whether this patient was under custody of | mmigration and Customs
Enforcement (ICE).

Option Comment
(select one)
No Response indicates whether the patient was under the custody of ICE at the
time of diagnods. Personsin ICE cugtody can be housed in standal one ICE
Yes detention centers, or other correctiond facilities (e.g., federa or state prison,
locd jail) when a standa one ICE detention center is not available.

Note: Update thisitem if additional information is obtained during the course of treatment.
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Resident of Long-Term Care Facility at Time of

I
20, Resddant af Lamg-Term Care Facility ol Time af Disgnosis (el ong Clwe Dl ;] T
1 YES., fsefect onal:
E Mursing Homa :I Fasidential Facility I: Aleohal or Dnag Treatmaent Faciity : Uniknioaar
E Has pital-Based Faci ity Tl Murial Haalh Fesdential Faciity E O Lorsg-Tarmn Caare Faciity

Primary Purpose: Surveillance. Data are used to determine if resdence in along-term care facility is
associated with TB disease.

Note: The gate licensing agency for long-term care facilities can asss in determining the
category under which afacility is classfied.

Option Description
(select one)
No Not aresdent of along-term care facility when the TB diagnogtic eval uation was
performed
Yes Resident of along-term care facility whenthe TB diagnostic eval uation was performed
Unknown Not known whether the patient was a resdent of along-term care facility when the
TB diagnostic eval uation was performed

If you selected Yes, indicate the type of long-term care facility of which the patient was aresdent. If the
TB patient was a resdent of more than 1 facility during the diagnostic eval uation, select the facility where
mogt of the TB diagnostic eval uation was performed.

Option Description Comment
(select one)

Nursing home | Freesanding facility with 3 or more beds | Facilities may be certified by Medicare
(i.e, isclassfied asaresdentia fecility or Medicaid or may be licensed by the
or congregate reddential setting) that date asanursng home (e.g., illed
provides nursing care services (e.g., nursing facility, intermediate care
nursing or medica care and/or facility, nursing care unit of a retirement
supervision of medicationsthat may be center)
self-adminigered)

Hospital- Diginct unit with 3 or more bedsthat is Facilitiesmay be certified by Medicare

based facility | physcally atached to, or managed by, a | or Medicaid or may be licensed by the
hospital date.

89




Residential

Facility with 3 or more beds (i.e, is

Thismight be an ass sted living facility.

facility classfied asareddential facility or
congregate resdentia setting) and meetsboth
of the fallowing criteria
1. Not classified asa nurdgng home or
hospital -based facility, asdescribed above
and
2. Provides persona care or supervison (not
nursing care services) to itsresdents in
addition toroom and board (eg., hdpwith
bathing, dressng, eating, walking, shopping)
Mental health | Facility that provides 24-hour carein a Include state and |ocal mental hospitals,
residential hospital, resdentia treatment, or private psychiatric hospitals, general
facility upportive setting hospital's, the Department of Veterans
Affairs (VA), reddentia treatment
centersfor emotionally disturbed
children, and multiservice mental hedth
organizationswith resdential treatment
programs.
For other federal mental health
residential facilities, select “Other
long-term care facility.” Examples
include the Department of Defense,
Bureau of Prisons, Public Health
Service, Indian Hedth Service, and
Indian reservation fecilities that are not
federal.
Alcohol or Only long-term rehabilitation or Exduded| ambulatory or outpetient
drug resdentid facilities designated for facilities, detoxification units, and
treatment treatment of 30 days or longer facilities desgnated for fewer than 30
facility days of treatment. The state agency
respong ble for alcoha and drug trestment
can assig in determining whether a
facility isconsdered resdentid.
Other long- A facility not mentioned above that is
term care designated for treatment of 30 days or
facility longer and facility type is not Unknown
Unknown Patient known to be aresident of along-

term care fecility, but the type of facility
isnot known

0




Examples: Residential Facility

Assged living facilities

Homes for mentally retarded or developmentally disabled persons

Boarding and care homes (e.g., resdential care homes, group homes, homesfor the aged, family
care homes, adult foster care homes, personal care homes, adult congregate living facilities,
resdentiad community care facilities, domiciliary care homes)

Examples: M ental Health Residential Facility

State and local mental hospitals

Private psychiatric hospitals

General hospitals (not federa) with separate psychiatric services

Department of Veterans Affairs (VA) medicd centers

Resdentia treatment centers for emotionally disturbed children

Multiservice menta health organizationswith resdential treatment programs

Note: Update thisitem if additional information is obtained during the course of treatment.
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3(0. Primary Occupation Within the Past Year

Ll Haalth Cars Warkar

:‘ Correctional Facillky Employes E Cither Decupation

30 Primary Docupation Within the Past Yoear Sekec] one

L] b Zackang Employment [eug. student, homemaker, disabled parson)

:I Urianomam

L] MigrantZsasanal Worker L] Protived

:- L eyl ey

Primary Purpose: Surveillance. Data are used to determineif certain primary occupationsare
associated with TB disease.

Select one option that best describes the patient’s occupation within the 12 months before the diagnostic TB
evaluation. If the patient held more than 1 occupation during that period, select the longest-held
occupation or the occupation to which the patient devoted more time (i.e., the patient’s primary
occupation). For example, if the patient was a full-time health care worker and a student (e.g., taking
night classes), the patient’s primary occupation would be Health Care Worker.

facility employee

Option Description
(select one)
Health care Paid or unpaid person working in a health care setting, with potentia for
wor ker exposure to M. tuberculosis. For health care workers being evaluated for TB
disease, health care worker supersedes correctional facility or other
occupations.
Correctional Person working in a correctional facility; not a health care worker

Migrant/seasonal
wor ker

Person who isrequired to be absent from a permanent place of resdence for the
purpose of seeking employment, or who may vary their employment for the
purpose of remaining employed while maintaining a permanent place of
resdence

Other occupation

Person employed for pay or income in any occupation that isnot included in the
options listed above

Retired Person who was retired during the 12 months before the TB diagnostic
evaluation

Unemployed Person not employed during the 12 months before the TB diagnostic eval uation

Not seeking Person not seeking employment, such asinfant, child, sudent, homemaker,

employment person receiving permanent disability benefits, or person who was
ingtitutionalized

Unknown Person whose employment statusis not known
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Examples: Health Care Worker
Includes full time, part-time, temporary, or contract staff. Examplesinclude:

e Phydcians e Persons who deliver health care in the community

e Nurses (e.g., public hedth nurse, vidting nurse, outreach

e Health Aides worker)

e Dentd workers e Personsnot involved directly in patient care, but

e Health Technicians potentially at risk for occupational exposure

e Staff inlaboratories and morgues (e.g., volunteers; outreach workers,

e Emergency medica personnel dietary/nutritional, housekeeping, maintenance,

e Students clerical, janitorial, administrative and supervisory
gaff)

Examples: Correctional Facility Employee

Federal or state prison

Locd jall

Juvenile correctiona facility

Immigration and Customs Enforcement (ICE) detention center or other correctiond facility

(See Resident of Correctional Facility [item 28].)

e Paid or unpaid persons working in correctional facilities, with potentia for exposure to M.
tuberculosis complex (e.g., volunteers, outreach workers; dietary/nutritional, housekeeping,
mai ntenance, clerical, and janitorial saff)

Examples: Migrant/Seasonal Worker

Migratory agricultura worker

Seasonal agricultura worker

Migrant factory worker

Migrant construction worker

Migrant service industry worker

Migrant sporting worker (e.g., horse racing, dog racing)

Comment: Unemployed

Select Unemployed if a person not included in the preceding list was unemployed for most of the past 12
months. Do not select this option for a person who was unemployed for a short time (e.g., 1 week

during the past 12 months).

Note: Update thisitem if additional information is obtained during the course of treatment.
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31. Injecting Drug Use Within Past Year

31. Injecting Drug Use Within Past Year
(select one)

|:| No |:| Yas D Unknown

Primary Purpose: Surveillance. Data are used to determine the extent to which injecting drug use is
associated with TB.

Option Description
(select one)
No Patient has not injected drugs within the past 12 months.
Yes Patient is known to have injected drugs within the past 12 months
Unknown It isnot known whether the patient injected drugs within the past 12 months

Comment: I njecting Drug Use

Medica documentation or other indications of enrollment in a drug treatment program (e.g., methadone
detoxification; methadone maintenance; outpatient, residential, or inpatient treatment, hafway house;
prison or jail treatment; Narcotics Anonymous, Cocaine Anonymous, or other self-help program),

medical or laboratory documentation of injection drug use (e.g., urinetesting), or physical evidence (e.g.,
needl e tracks) may be useful in answering this question. Because many patients respond negatively during
the interview, it may be necessary to ask the patient about drug use at multiple vists.

Comment: Definition of Injecting Drug Use

Injecting drug use involves the use of hypodermic needles and syringesfor the injection of drugs not
prescribed by a heath care provider. Route of administration may be intravenous, subcutaneous (e.g., kin
popping), or intramuscul ar.

Note: Update thisitem if additional information is obtained during the course of treatment.

Examples: Commonly injected drugs

e Heroin and other opiates (e.g., e Phencyclidine (PCP, also known as angel dust)
Demerol, Dilaudid, morphine, opium) e  Other hallucinogens

e Cocaine (e.g., oeedbal) e Barbiturates

e Methamphetamines e Steroids

e Amphetamines e Other hormones

e Other gimulants e Fentanyl
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32. Non-Injecting Drug Use Within Past Year

32. Non-Injecting Drug Use Within Past Year
(select one)

D No D Yes D Unknown

Primary Purpose: Surveillance. Data are used to determine the extent to which non-injecting drug use
is associated with TB.

Option Description
(select one)
No Patient has no higory of using non-injecting drugswithin the past 12 months
Yes It isknown that the patient has used non-injecting drugs within the past 12 months.
Unknown It isnot known whether the patient used non-injecting drugs within the past 12
months.

Comment: Non-I njecting Drug Use

A higtory of enrollment in adrug treatment program (e.g., outpatient, residential, or inpatient treatment;
halfway house; prison or jail treatment; Cocaine Anonymous or other self-help program), aswell as
medical or laboratory documentation of drug use (e.g., urine testing), may be useful in answering this
guestion. Because many patients respond negatively during the interview, it may be necessary to ask the
patient about drug use at multiple vigts.

Comment: Definition of Non-I njecting Drug Use

Non-injecting drug use invalvesthe use of licensed or prescription drugs or illegd drugs that were not
injected and were not prescribed for the patient by a health care provider. The drugs may be ingested,
inhaled, sniffed, or smoked.

Note: Update thisitem if additional information is obtained during the course of treatment.
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Examples: Non-injecting drugs
e Heroin or other opiates (e.g., Demeroal, Percocet, codeine, Dilaudid, M 'S Contin, nonprescription
methadone)
Cocaine (e.g., snorted) and crack (e.g., smoked)
Ingested amphetamines (e.g., speed, uppers, bennies)
Xanax, Ativan, Valium, or other benzodiazepams
Phencyclidine (PCP), ketamine, LSD, or other hallucinogens
Barbiturates
Marijuana (e.g., pot, weed, grass, reefers), hashish
Inhalants (e.g., nitrous [whippets] oxide, poppers, rush, huff, gasoline, spray paint, butane)
Steroids

Note: Alcohal isnot included as a non-injecting drug (see Excess Alcohol Use within Past Y ear
[item 33]).
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33. Excess Alcohol Use Within Past Year

33. Excess Alcohol Use Within Past Year
(select one)

D No |:| Yes D Unknown

Primary Purpose: Surveillance. Data are used to determine the extent to which excess alcohol useis
associated with TB.

Option Description
(select one)
No Patient has not used alcohol to excess within the past 12 months.
Yes Patient has used alcohol to excess within the past 12 months.
Unknown It isnot known whether the patient used a cohol to excess within the past
12 months.
Comment:

Thisinformation is collected because the patient isin ahigh risk group for TB. The patient’s response to
this question is sought as an indicator of recent excess alcohol use. Because many patients respond
negatively during the interview, it may be necessary to ask the patient, at multiple visits, about excess use.

Note: Update thisitem if additional information is obtained during the course of treatment.

Definition of Excess Alcohol Use: There is no sandard definition. Excess alcohol use can be assessed by
various methods. Examples of reliable indicators of excess acohol use include:
e Participation in self-help programs (e.g., Alcoholics Anonymous) or alcohol treatment programs
e Medica record documentation of excess alcohol use or hospitalization for alcohol-related
medical conditions (e.g., delirium tremens [DTg], pancredtitis, cirrhoss)
e Morethan one arrest for intoxication or drunk and disorderly behavior. This can be found by
asking the patient, or contacting the loca correctional facility regarding charges.

The National Household Survey on Drug Abuse defines heavy alcohol use as “five or more drinks on the
same occasion on each of 5 or more days in the past 30 days.” Numerous screening instruments (e.g.,
CAGE, AUDIT, MAST) can be helpful in identifying persons who may use alcohol to excess.

A standard drink in the United States is equal to 13.7 grams (0.6 ounces) of pure alcohol or
e 12 ounces of beer
e 8 ounces of malt liquor
e 5 ounces of wine
e 1.5 ounces or a “shot” of 80-proof distilled spirits or liquor (e.g., gin, rum, vodka, or whiskey)
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34. Additional TB Risk Factors

34, Additlanal TE Risk Factors Sedect ail fal aondy

[ contact of MOR-TE Patlent (2 vears or less] [ incompiste LTBI Therapy | Diaibetes Mallius Ol other specity
L ciantact of Infactous TH Patient 12 years or leas| Clrme-a Antagonist Therapy 1 Erd-Stage Renal Discass Ll mone
L Missed Contact (2 years or kss) |._.|='-"n:'.1 organ Transplantation I._.Immlimr.l.ppr:r.r.r.n inot HIVAAIDS)

Primary Purpose: Surveillance. Data are used to eval uate how these additiona risk factorsare
associated with TB disease.

Select all additiona TB risk factorsthat the TB patient may have. Document additional TB risk factors
from the medical records or areliable source (e.g., health care provider). Undocumented reporting (e.g.,
oral report from the patient or person other than amedica health care provider) isnot acceptable.

Note: Other specific TB risk factors (e.g., occupation, HIV infection) are collected through other items
of the RVCT.

Option Description
(select all that

apply)
Contact of MDR TB | Patient for whom the RVCT form isbeing completed isa contact of a
patient patient with multidrug-resstant (MDR) TB, within 2 yearsor less, regardless
(2 yearsor less) of whether the patient with MDR TB was infectious.
Contact of infectious | Patient for whom the RVCT formisbeing completed isacontact of an
TB patient infectious TB patient within 2 years or less.
(2 yearsor less)
Missed contact Patient for whom the RVCT form is being completed is a contact of a known
(2 yearsor less) TB patient, but was not evaluated or diagnosed with LTBI or TB at that time

(within 2 yearsor less of current diagnoss).

Incomplete LTBI Patient had a previous diagnosis of latent TB infection (LTBI) and did not
treatment complete treatment for LTBI.
Tumor necrosis Patient had recently received, or was receiving, TNF-o antagonist therapy at
factor-alpha the time of TB diagnosis.
(TNF-a)

antagonist therapy

Post-organ Patient has received a solid organ transplant (e.g., kidney, heart).
transplantation

Diabetes mellitus Patient has adiagnosi s of diabetes mellitus (Type | or Type Il) either before or
at thetime of TB diagnosis.

End-stagerenal Patient had end-stage renal disease or chronic renal failure at the time of
disease TB diagnosis.
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Immunosuppression | Patient had immunosuppress on due to either amedica condition or

medi cation, such as hematol ogic or reticuloendothelial malignancies
(e.g., leukemia, Hodgkin’s lymphoma, carcinoma of the head or neck),
or immunosuppressive therapy, such as prolonged use of high-dose
adrenocorticosteriods (e.g., prednisone).

Other Patient had arisk factor not included in the preceding choices (e.g.,
undernutrition due to intestinal bypass surgery for obesty, gasrectomy,
jejunoileal bypass, chronic malabsorption syndromes, silicos's, travel to aTB-
endemic country).

None No TB risk factors could be identified.

Comments. Contact of MDR TB Patient

MDR TB isdefined asredstance to at least isoniazid and rifampin.

If a patient with MDR TB was the only known contact for the patient for whom you are
completing the RVCT, select Contact of M DR TB Patient and do not select Contact of
Infectious TB Patient. The association between the TB patients may have been found through
invegtigation (e.g., aformal contact invegtigation) or identified as an incidental finding.

The contact with the patient with MDR TB must have been withinthelast 2 years.

If the patient with MDR TB hasan RVCT number, enter that number asthe Linking State Case
Number (item 3), and enter reason 2 - Epidemiologically Linked Case.

Comments. Contact of | nfectious TB Patient

If the infectious TB patient is known to have had MDR TB, and the TB patient for whom the
RVCT form is being completed was not a contact of any other infectious TB patient, select only
Contact of MDR TB Patient (do not select Contact of I nfectious TB Patient).

The association between the TB patients may have been found through investigation (e.g., a
formal contact investigation) or asan incidental finding. The contact with an infectious TB
patient must have been within the lagt 2 years.

If the infectious TB patient has an RVCT number, enter that number asthe Linking State Case
Number (item 3), and enter reason 2 - Epidemiologically Linked Case

Comment: Missed Contact

The contact must have been within the last 2 years. Do not select this option for TB patients identified as
having TB disease during, or asaresult of, a contact investigation: such patients are not missed contacts.
Here, the intention isto record information about patientswhose TB could have been prevented if they
had been identified before developing TB disease.

Comment: Incomplete LTBI Treatment
The intention isto record information about a patient who started treatment for LTBI. However, the
patient did not complete a full course of treatment.
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Comment: Tumor Necrosis Factor-alpha (TNF-a) Antagonist Therapy

The Food and Drug Adminigtration (FDA) has approved TNF-a antagonist therapy for treatment of
rheumatoid arthritis and other selected autoimmune diseases. The FDA has also recently determined that
TB disease is a potential adverse reaction to treatment with TNF-a antagonists. The three TNF-a
antagonists currently approved by the FDA are infliximab (Remicade”), etanercept (Enbrel®), and
adalimumab (Humira®).

Comments: | mmunosuppression
e Ifthe TB patient has diabetes mellitus or end-stage renal disease, check Diabetes M ellitus or
End-Stage Renal Disease or both (do not select |mmunosuppression unless the patient has
another immunosuppressive condition).

e If'the patient is infected with HIV, complete HI'V Status at Time of Diagnosis (item 26) (do not
select Immunosuppression unless the patient has another immunosuppressive condition).

Comments: Other
Do not include risk factors identified in items 27-33:
e Being homeless within past year (item 27)
e Residence status at diagnosis
0 Correctional facility (item 28)
0 Long-term carefacility (item 29)
Primary occupation within past year (item 30)
Drug or excessalcohol use within past year (items 31-33)

On the line labeled Specify, write comments regarding Other reasons.
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35. Immigration Status at First Entry to the U.S.

A5, Immigration Staties all First Endry 1o the ULS. ekt onel

I_. Mt Applcable '_:ll"ll'l Wgrant Viea | Teuriat Viea I_l Azgdas or Parslas
s ey 5
= 5.5 -bom” [or borm abeoad 1o a panent wha was a LLS, citizen) [T et visa LA FamihyFiancs Visa [ cxher imm gration Status
= Bom in 1 of the LS. Teritones, LS. eland Arsas, or LLS. Oulying Aneas |_ EmgHloyment Wisa L I renuges |_| Unkrieam

Primary Purpose: Surveillance. Data are used to observe the association between immigration status

and TB.

Option

Description

Not applicable

Patient was

e “U.S.-born”
0 Bornin1 of the 50 states or the Digrict of Columbia
or
0 Born abroad to a parent who wasa U.S. citizen (e.g., born on a military
ingallation)
(See Item 12 for complete instructions on “U.S.-born™)

e Bornin 1 of the U.S. Territories, U.S. Island Areas, or U.S. Outlying
Areas
0 American Samoa, Federated States of Micronesia, Republic of the
Marshall Islands, Commonwealth of the Northern Mariana Islands,
Republic of Palau, Guam, Puerto Rico, or the U.S. Virgin Islands

If you did not select Not Applicable, select one option to indicate the patient’s immigration status at first
entry to the United States.

Note: If the patient had avisa at first entry to the United States, specify the type of visa. Oral
information from a reliable source is acceptabl e.

There are 2 main types of legal immigration status: permanent (immigrants) and nonimmigrant
(personswith a visaissued for specific purpose and period).
1. Permanent resdents (immigrants) are issued an aien resdent card (i.e., green card) and should
carry this card with them.

2. Nonimmigrantswith visas (e.g., sudent, tourist, employment, V visa, K visa) should be aware of
their visatype, whichissated in their passport (I-94 arrival document sapled in passport).

Refugees are separate from the 2 main categories above: they should have an arriva document
(1-94) showing their status as refugees and they should carry this card with them.
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Option
(select one)

Description

Immigrant For foreign-born TB patients who first entered the United States with permanent

visa resdent gatus (immigrants).

For foreign-born pediatric TB patients who are adopted by U.S. citizens, the patients
enter the U.S. on an immigrant visa.

Student visa For foreign-born TB patients who first entered the United States with a student visa.
Thisisanonimmigrant visa and is obtained by an aien coming to the United States
for a specific period to pursue a full course of study in an approved ingtitution.

Employment For foreign-born patients who first entered the United States with a nonimmigrant

visa employment visa (an alien coming to the United States to work for a specific period).
There are many categories of nonimmigrant employment visas (category depends
upon the type of work).

Tourist visa For foreign-born TB patientswho firg entered the United States for a specific

period for busness or pleasure. Thisisanonimmigrant visa.

Family/ fiancé
visa

For foreign-born TB patients who first entered the United StateswithaV visaor a
K visa

Refugee For foreign-born TB patients who firg entered the United States as refugees.

Asylee or For foreign-born patients who first entered the United States seeking asylum or who

parolee are parolees.

Other For foreign-born TB patientswho firg entered the United Stateswith a datusthat is

immigration not Immigrant, Refugee, Asylee, Parolee, Student, Tourist, Employment, with aV

status visaor aK visa, and whose gatusisnot Unknown. Thisincludesforeign-born
persons who were not required to obtain avisa (e.g., foreign-born visitors from
specific countries, such as Canada, that are part of the U.S. visa waiver program and
thus are not required to obtain visasif vigting the United States for short periods
[e.g., <90 daysd]) or those who entered the United States with no official immigration
status (e.g., they were “undocumented”).

Unknown For jurisdictions with directives or policies that forbid asking TB patients their

immigration status
e  Foreign-born TB patients who
0 Do not know their immigration status at first entry to the United States
O May have had a visa at entry to the United States, but the type of visa is
unknown
e  Patients who refuse to respond

Note: For juridictionswith directives or policiesthat forbid asking TB patients their immigration
gatus, please check Unknown.
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Comments: Family/Fiancé Visa
e TheV visa(in the nonimmigrant category) allows the spouse or child of aU.S. legal permanent
resdent to live and work in the United States.

e TheK visa (in the nonimmigrant category) allows the fiancé of a U.S. citizen to enter the United
States for a specific period and specifically for the purpose of marriage.

Comment: Refugee

A refugee isaforeign-born person who isin a country other than hisor her country of nationaity and
who isunable or unwilling to return to that country because of persecution or a well-founded fear of
persecution.

Comments. Asylee and Parolee

An asyleeisaforeign-born person in the United States who is unable or unwilling to return to hisor her
country of nationality because of persecution or awell-founded fear of persecution. An asylee meetsthe
same criteria as those for a refugee; the only difference is the person’s location at the time of
application—the potential asylee is in the United States or applying for admission at a port of entry, and
the potential refugee is outside the United States.

A parolee is a foreign-born person allowed to enter the United States for urgent humanitarian reasons or
because entry is determined to be of significant public benefit.

Comment: Bornin 1 of the U.S. Territories, U.S. Island Areas, or U.S. Outlying Areas (American
Samoa, Federated States of Micronesia, Republic of the Marshall 1dands, Commonweal th of the Northern
Mariana Idands, Republic of Paau, Guam, Puerto Rico, or the U.S. Virgin Idands)

Example: For bornin 1 of the U.S. Territories, U.S. Island Areas, or U.S. Outlying Areas select
not applicable for
e Entering the United Sates
or
e Entering one of the other U.S. Territories, U.S. Idand Areas, or U.S. Outlying Areas
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36. Date Therapy Started

36. Date Therapy Started

Month Day Year

Primary Purpose: Programmatic function. Data are used for ca culating program management
indicators.

Description

Comment

M onth, day, and year
(e.g., 01/17/2009)

Date the patient began multidrug
therapy for TB disease or
suspected TB disease

This may be one of several dates,
idedly, when the patient first ingested
medication if documentedina
medical record.

If the month or day is unknown, enter
99 asthe default value (e.g.,
01/99/2009).

Date Therapy Started isthe month, day, and year the patient began multidrug therapy for TB disease or
suspected TB disease. Patient history without medica documentation is not acceptable and should be

entered as unknown. Enter a date according to the following chart:

Hierarchy of Determining Date Therapy Started
(Base decision on documented evidence)

Preferred

Date Therapy Started
If this date is not known
choose the next alternative

Next Alternative
Date Therapy Started
If this date is not known
choose the last alternative

Last Alternative
Date Therapy Started

Date
Patient First Ingested Medication
if documented in a medical record, such as hospital, or
clinic, or directly observed therapy (DOT) record (preferred)

Date
Medication was First Dispensed to the Patient
as documented by medical or pharmacy record

Date
Medication was First Prescribed to the Patient
by the Health Care Provider
as documented by medical or pharmacy record
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37. Initial Drug Regimen

37. Initial Drug Regimen (select one option for each drug) \
Ne Yes Unk Ne Yes Unk No Yes Unk
lsoniazid m D D Ethionamide El El D Mexifloxacin D D j
Rifampin OO0  amikacin OO0 cycoserine Oo0ano
Pyrazinamide EE Kanamycin ooo 2;:2;?!2”1\::@ oogd
Ethambutaol D D D Capreomycin D D D Other D D ::l
Straptomycin O Ciprofloxacin ooad Specify
Rifabutin acio Levofloxacin ] [] [] Othar D D j
Rifapentineg D D D Ofloxacin I:‘ I:‘ D e j

Primary Purpose: Programmatic function. Data are used for ca culating program management

indicators.

Select an option for each drug listed.

Option
(select one)

Description

Comment

No

Drug isknown to not be part of theinitial regimen.

Yes

Drug is known to be part of theinitial regimen.

Y esindicatesthat the drug wasinitially prescribed
for treatment of TB disease and was taken for at
least 2 weeks. The 2-week requirement should
eliminate mogt of the record updates necesstated
by changesin regimen after treatment has begun.

If you cannot determine the
initiad regimen of at least 2
weeks’ duration, select Y es
for theinitial drugs known to
have been prescribed.

Unknown

It isnot known whether the drug was part of the
initia regimen.

Comment: Combination drugs
For combination drugs, select Yes for each drug that isa component of the combination drug.

For example

e Rifamateisacombination of izoniazid and rifampin
e Rifater isacombination of izoniazid, rifampin, and pyrazinamide

Example: Combination drugs
For Rifamate, select Yesfor isoniazid and Y es for rifampin.

Note: For Other, enter only anti-TB drugs (do not include pyridoxine, vitamin B6).
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Initial Drug Susceptibility Report (Follow Up Report — 1)
(page 1 of 1)
ltems 38 — 40

]
Page 1 of the Initial Drug Susceptibility Report (Follow Up Report — 1) provides instructions for
completing items 38 — 40. This page is a follow-up report to the RVCT and includes data about
genotyping, as well as initial drug susceptibility testing and results.

Complete this report only for cases with positive culture results for M. tuberculosis complex.
Complete and submit this report as soon as initial drug susceptibility results are available. Copy patient
name and address from page 1 of the RVCT. The patient name and address are retained at the local level
for identification purposes; they are not sent to CDC. Enter Year Counted, State Case Number, and
City/County Case Number for data entry purposes.

Patient's Name . REPORT OF VERIFIED CASE
=y Ll L OF TUBERCULOSIS

{Humber, Streat, Sy, St} @ oo0E

Street Address

U.5. DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR DISEASE CONTROL

X
EM REPORT OF VERIFIED CASE OF TUBERCULOSIS ADANT AT

FORM APPROVED OME NO. (X008 Exp. Dats 05.51/2011

Initial Drug Susceptibility Report (Follow Up Report - 1)

R — L e P
Case Number

e, LI T TILIILT I T T TT T
Case Number

Submit this report for all culture-positive cases.

{738, Genotyping Acesssion Numbsr ™

Iaolate submitted for genotyping (sslect ansk: [INo [ Yas

If YES, genatyping aceession number for spisads: |

30, Initial Drug Susceptibility Testing

Was drug suscaptibilty testing done? selectons) | INo [ Jves [ Unknown

If NO or UNKNOWN, do not compiete the rest of Foliow Up Report -1

If YES, entter date FIRST specimen collectsd on which inftial drug Enterspecimen type: [ sputum
susceptibility testing was done: =
Month Dery ear | |

If not Sputum, enter anatomic cods (sse list:

HE NN RN

40. Initial Drug Susceptibility Results {ssiact one option for each drug)

Reslstant  Susceptible Not Done Unkrown Reslstant  Susceptible Hat Done Unknown

Ieoniazid O ] [} O Capreomycin O (] O O
Ritampin O O [ O Giprofioxacin O | O O
Pyrazinamide O O ! O Levofloxacin O | O O
Ethambutol O O O O Oflewacin O O O O
Streptomycin O O [} O Woasiflosacin O [} O O
Rifabutin O O [ O Other Quinolones O ] O (]
Rifapentine O O [} O Cyclossrine O [} O O
Ethionamide O O | O Para-Amino Salicylic Acid | | O a
Amikacin a O ] O Other O ] O O
Kanamyein (] O ] O Specify

Other O 1 O O

Speeity

 Comments: ™

PLCIIG 12pafting BAREN of this 5o12tion Of Nfomation ks Seimatad 10 avsrage 55 MINUTES P SEPONGe, INGNAING The M Tor FEVIEWING INSITUStions, SSarhing Ssing dBta GOUIsEE, gatharng and main-
TENING 1 Cata Nescsd and Completing and feviewing the cllecticn of INICMAtion. AN agency May Het CoNAUST OF SPONSS, NG & PSSO IS MOt rCuIrEd 1o ISER0nd 10 @ Colleation of NTSMENon unises It
lsplays a currently valkd OMEB eontrel number. Send comments regarding this burden eslimats or any other aspect of his collection of information, Including suggestions for edueing his burden to COC,
Prefesct Clearance Officsr, 1600 Cliftan Road, MS D-74, AHlanta, GA 50353, ATTN: PRA (0920-0026). Do rict s=nd the completsd form to this addrees.

Information contained on this farm whish would permit ident fication of any Individual has besn collected with & guarantss that it will be held In strict confidence, will be used only for survellancs purposss,
and will 1o e disciossd of [@1eassd WU The 2ons=nt of t2 INdvIUal IN Sc20rdance wilh Section SOE() of the PUBI: Hedth S2rvize AL (42 US.C. 242m),

©DC 72.96 Rev 0852008 ©5121321 15t Copy REPORT OF VERIFIED CASE OF TUBERCULOSIS  Follow Up Report -1 / Page 1 of 1
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38. Genotyping Accession Number

38, Ganotyping Accassion Number
lsalate submittsd for genotypng [sekect onal: [t [ v

K ¥ES, gencityping accassan numbar for apisode:

Primary Purpose: Surveillance. Data are used to link genotyping resultswith RVCT data

Option
(select one)

Description

Comment

No

No isolate was submitted for
genotyping.

No does not indicate that no results were
received or that “untypeable” results were
reported.

Yes

Isolate was submitted for genotyping,
regardless of genotyping results.

If you selected Y es, enter the following information.

Description

Comment

Genotyping
accession
number

The genotyping access on number for
the current TB episode. This number
isassgned by the genotyping
reference laboratory.

If multiple isolates have been submitted for
one patient, please consult with your
laboratorian or genotyping surveillance
coordinator to determine the correct
genotyping access on number for the current
episode.

Comment: Genotyping accession number
In 2004, CDC established the Nationa Tuberculosis Genotyping Service (NTGS). The goal wasto
genotype one M. tuberculosis isolate from every culture-confirmed TB case in the United States. The
genotyping access on number isthe number assigned by the genotyping reference laboratory. Under
current contracts, the numbers are formatted in the following table.
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Genotyping Accession Number

Sample Format for Sample
Laboratories Genotyping Accession Number
Performing
Genotyping Service
Californialab YY (the2-digit year), followed by L and 4 digits 05L1234
Michigan lab YY (the 2-digit year), followed by RF and 4 digits 06RF5678
CDC lab YY (the 2-digit year), followed by a hyphen and 6 digits | 06-012345

When entering the genotyping access on number, begin at the first box and continue to fill to the right.
Include al hyphens and letters. Do not add zeros in the remai ning boxes (beyond the number provided by
the reference |ab).
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39. Initial Drug Susceptibility Testing

33, Initial Drisg Susceplibility Tesling
Was drug susceplibility testing done? iselect onal I: M : Wes D Unknioeam
I NO o UNKKNOWIN, do not complate tha mest of Fodow Up Report -1

H ¥ES, enfer date FIRST isolate colected for which dnsg suscephibdity Enbir spaciman byp: |_| Soufam
labirg was dors:

r 5""|_'." H T ” 1 “."l"‘ 1 ] IY Pt Sputusen, enter araiomic cods (e B! '_l_]

Primary Purpose: Programmatic function. Data are used to monitor the rate of susceptibility testing
and cd culate indicators.

Option Description
(select one)
No Initial drug susceptibility testing was not performed.
Yes Aninitia isolate was obtai ned, submitted for drug susceptibility testing, and
results are available.
Unknown It isnot known whether initial drug susceptibility testing was performed.
Comments:

If drug susceptibility testing was performed on multipleinitia isolates, select one of the following (thereis
no hierarchy for selecting these options):
e Theisolate associated with the primary, or mgor, Ste of disease
or
e Theinitid isolate from the mgor Ste of diseasethat yieldsthe best or most information concerning
drug susceptibility results
or
e Theinitid culture-postiveisolate.

Note: If the answer isNo or Unknown, do not complete the remainder of thisform (Initial Drug
Susceptibility Report [Follow Up Report-11]).
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If you selected Y es, enter the foll owing information.

for which drug
susceptibility testing
was done

(e.g., 01/17/2009)

Description Comment
Datefirst specimen | Month, day, and year the first If the month or day is unknown, enter
gpecimen was collected 99 asthe default value (e.g.,

01/99/2009).

Select the specimen type on which initial drug susceptibility testing was performed.

Option Description
(select one)
Sputum
Not sputum Enter appropriate anatomic code (e.g., 30 for pericarditis) from the Anatomic
Code ligt (see Appendix C — Anatomic Codes).

Note: For the purposes of the RVCT training materias, use the codeslisted in the gppendices. Some
software programs used to enter data on the RVCT may NOT use the codes listed in the appendices.
For example, the Anatomic Codes may be a drop-down item, where you choose the actual site rather
than enter a code. For more information, see ingructions for the software you use.
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4(0. Initial Drug Susceptibility Results

40, Initial Drisg Saisceplibality Results Sasct one apbon Mo sach ag
Rasisiani  Busceplibks  Fol Dona LI rriaa Fesitant Suscaplbie Mot Dona  Unkrown
konlazid D :I |: |__ Capesrycin D D j :
Réampin D :l |: I: Ciprofloxacin D D :‘ :
Pyrazinamids |:| ':I E E Lavodioxacin l—_l |:| :l ?
Ethambartod |:| j I'._' E Oflaxacin E D :‘ :
Strepbamycin O O O O Maxifloxacn O 1 ] O
Ritabutin |:| :l E E Other Quirolonas D |:| :I :
Ritapantna |:| :l E E Cyclosering :I D :I :
Ethioramida ] ] | ] Para-&mina Salicylc Acid N [ [] ]
Armikacin L] L] Ll L Other |j D :‘ :
Hanamyzin [ | O O oty
Crther (H [ ]
|\- Speciy _J

Primary Purpose: Programmatic function. Data are used to monitor trendsin drug resistance and
calculateindicators.

Record the results of initial drug susceptibility testing on the firgt gpecimen on which drug susceptibility
testing was performed. If drug susceptibility testing was performed on multiple initial isolates, select one
of the following (there is no hierarchy for sdl ecting these options):
e Theisolate associated with the primary, or mgjor, Site of disease
or
e Theinitid isolate from the major Ste of disease that yields the best or most information
concerning drug susceptibility results
or
e Theinitid culture-podtiveisolate.

Note: Report results from conventional drug susceptibility tests (DST) only. Do not report rapid DST
test results (molecular beacon, molecular line probe assays, or other molecular tests).

111




First-line and Second-line Anti-TB Drugs

First-line Drugs Second-line Drugs

e Isoniazid e Streptomycin e Amikacin e Levofloxacin e Cycloserine
e Rifampin e Rifabutin e Kanamycin e Ofloxacin e Para-Amino
e Pyrazinamide e Rifapentine e Capreomycin e Moxifloxacin Salicylic Acid
e Ethambutol e Ethionamide e Ciprofloxacin e Other Quinolones e Other

Comments:

If drug susceptibility testing for first-line anti-TB drugs was performed on a specific specimen
and resi stance to one or more drugs was hoted, thus prompting drug susceptibility testing for
second-line anti-TB drugs, thistesting should be done on the same specimen. Enter both first- and
second-line testing resultsfor this variable, even if the results are received at different times.

If the same specimen isused for drug susceptibility testing for second-line anti-TB drugs after
tegting for firg-line anti-TB drugs, update these variables when results become avail able.

If a second specimen is needed for drug susceptibility testing for second-line anti-TB drugs, the
second specimen should be collected as soon as possible after the first gpecimen was collected for
drug susceptibility testing for first-line anti-TB drugs (i.e., interval between specimen collections
should be lessthan 4 weeks). Update these variables when results become available.

For each drug listed, select one of the options listed bel ow.

Option Description
(select one)
Resistant Drug has any degree of resisance (even partial resstance, resstance at alow

concentration of the drug, or aresult other than completely susceptible).

Susceptible Select only if completely susceptible.

Not done Susceptibility testing was not done for thisdrug.
Unknown It isnot known whether the test was performed.
or
Results are not available or result isnot known for a reason other than pending
results.

Note: Other Quinolones excludes ciprofloxacin, levofloxacin, moxifloxacin, and ofloxacin
because they are listed on the form.

Use the space at the bottom of the form to write comments (e.g., name of the laboratory that
performed drug susceptibility testing) regarding the case of TB reported on thisform (Initial Drug
Susceptibility Report).

If radiometric and conventional results on the same specimen differ (e.g., oneisresstant, the other is
susceptible), discuss the results with your state TB laboratory director and compl ete the item
accordingly.
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Comment: Combination drugs
For combination drugs (e.g., Rifamate, Rifater), select Y esfor each drug that is a component of the
combination drug.
For example
e Rifamateisacombination of izoniazid and rifampin
e Rifater isacombination of izoniazid, rifampin and pyrazinamide

Example: Rifamate
For Rifamate, select Yesfor isoniazid and Y es for rifampin.

Note: For Other, enter only anti-TB drugs (do not include pyridoxine, [vitamin B6]).
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Case Completion Report (Follow Up Report — 2)
Iltems 41 - 49

]
Pages 1 and 2 of the Case Completion Report (Follow Up Report — 2) provide instructions for completing
items 41 — 49. This 2-page report includes data about treatment outcomes, provider status, and if the
patient moved during treatment.

Complete thisform for all patients who were alive at the time of TB diagnosis. Enter data as soon as
information becomes available during patient follow-up. This report should be completed when the case
is closed to supervision and is due no later than 2 years after the initial RVCT.

Copy patient name and address from page 1 of the RVCT form. Patient name and address are retained at
the loca levd for identification purposes; they are not sent to CDC. Enter Year Counted, State Case
Number, and City/County Case Number for data entry purposes.

(page 1 of 2)
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(page 2 of 2)

REPORT OF VERIFIED GASE
Patient's Name State Case No. OF TUBERCULOSIS
fLaz (Firsl) ML)

U.5. DEFARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR DISEASE CONTROL

REPORT OF VERIFIED CASE OF TUBERCULOSIS gl oy

Farm NO. 0920.0028 Exp. 1

Case Completion Report - Continued (Follow Up Report - 2)

{ 47. Directly Observed Therapy [DOT) seiect on) ™
[ e, Tetally Setf-Administersd

[ +ves, Totally Directly Cbserved

[ s, Both Dirsctty Obssrvsd and Seff-Administersd

[E——

Number of wesks of directly obesrvad therapy (DOT) D:l:’

48. Final Drug Suseeptibility Testing

Was follow-up drug susceptibility testing dore? electong) [Ine [ves  [unknown

If NO or UNKNOWN, do not complete the rest of Foliow Up Report -2

I YES, enter date FINAL specimen collected on which dug Enter specimen typs: O Sputum
susceptibility testing was done: an

Month Dy Year If not Sputum, enter anatomic code Bee list):

49, Final Drug Susceptibility Results (sslect ane aption for sach drug)

Reslstant  Susceplitie ot Do Lnknown Reslstant  Susceptitle ot Dores Unknown

lsoniazid O O O O Capreomycin O O O

Rifampin O O m O Ciproflosacin [ [ ] [l

Pyrazinamide O O O a Levofloxacin E O | O

Ethambutol O O 0 O Ofloxacin O O O O

Streptomycin O O O O Mosifloxacin O O i} |

Rifabutin O 0 0 0 Other Cuinclonss [ [ ] [

Rifapentine O O a O Cycloserine O O 0 0

[ O O m 0 Para-Amino Salicylic Acid L] O O O

Amikacin O [m] m O Other O o t t

Kanamycin O O O O ‘j::ﬁ' = = 7 .

Soecify

\ J
{ commants: N

Public reporting burden of this colection of nformation ks estimated 1o average 55 minutes per reeponse, Incliding the ime for reviewing Instructions, ssarching sdsting data sourss, gatherng and main-
taining te data ne=ded and completing and reviewing the collction of Informaticn. An agency may not ccndust or sponscr, and a peraon ks ot required to reepond fo a collection of nfomiation unless It
cisplays A CUMENlY Valki OB Control RUMBSI. SEnd Comments [20arming this BUIDSn estimals or any other Aspect of this collton of INormatian, INCIUdIng SUJJESIONS fof IOuCing this Burdsn 10 COC,
Profect Clearance Ctficer, 1600 Clifton Foad, MS 074, Aflanta, GA 30333, ATTH: PRA (1920-0026). Do net snd the completed form to this addrees.

Information cortained on this Torm which would pemmit of any Individual hes clwilh ‘that It will be helclin sbilct confidence, wil b usad only for sunseliancs purposss,
NG Wil N1 £ lcloead o fe1=assd WITOL TS Sons=nt of the INAIVKIAI In accordance Wit SEcton J08(d) of the PUCIE HSA Barvice AC (42 ULS.C. 242m).

CDC729C Rev 08152008 CS121321 1stcopy REPORT OF VERIFIED CASE OF TUBERCULOSIS  Follow Up Report -2 / Page 2 T 2
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41. Sputum Culture Conversion Documented

41, Spulurn Culture Comversion Documaented (selec! onal : 5] D"rer. Dl.h'.h'.'-.-m

I YES, enier daie specimsen collecied lor FIRST H MO, anfar reascn for ot documsenting sputum culbure corversion (select anal:
consifantly negat e sputum cubiura:
Mo Follow-up .
Ko Dy Yaar N Sputum Despits Inducton ] Patignil Reduned o Patienit Lost i Folkow-Up

| | | l | | | | | D Mo Follow-up Sputum and Mo Induction :I Cither Spacify

£ ‘m
[ pied e Linkncaam

Primary Purpose: Programmatic function. Data are used to monitor the rate of sputum culture
converson.

Provide information on sputum culture conversion only for patients with initially positive sputum
cultures. Sourcesfor documentation of sputum culture conversion include patient medical records and
laboratory reports.

Note: Do NOT complete thisitem for patients whose —
e  Sputum culture was not indicated as positive in Sputum Culture (item 18).

e Initial sputum specimen did not test positive and whose other pulmonary specimens (e.g.,
bronchoscopy fluid) tested positivein Culture of Tissue and Other Body Fluids (item 20).

Option Description Comment
(select one)

No Initial soutum specimen was
culture-positive; no later specimens
were culture-negative (e.g., al
follow-up cultures were podtive,
patient could not produce sputum
after therapy started, or no foll ow-
up sputum cultures were obtai ned).

Yes Initial soutum specimen was There should be no posdtive cultures after the
culture-positive, followed by at negative culture(s).
least 1 negative sputum culture.

Unknown Results of all follow-up cultures are
not known.

or
It isnot known whether follow-up
cultures were done.
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If you selected Y es, enter the following information.

Description Comment

Date specimen
collected for
FIRST
consistently
negative sputum
culture

Month, day, and year when the | Complete only for patients who had 1 or more
firg of the condgently negative | positive sputum cultures and who

putum specimens was subsequently had at least 1 documented
collected (e.g., 01/17/2009). negative culture.

Thisdate should be at least 1 week after the
lagt pogitive culture result. There should be no
positive cultures after thisdate.

Thisinformation may be available from
medical records or |aboratory reports.

If the month or day isunknown, enter 99 as
the default val ue (e.g., 01/99/2009).

If you selected No, select one reason for not documenting sputum culture conversion.

Option Description
(select one)

No follow-up Repeat sputum collection was attempted (including induced sputum collection),

Sputum despite but because of clinical improvement, patient was not able to produce sputum.

induction

No follow-up Induction was not attempted (e.g., the health care provider did not order a repeat

sputum and no gpecimen, or there were no facilities or equipment for induction).

induction

Died Patient died before having an opportunity to submit sputum to document whether
the sputum culture had converted.

Patient lost to Patient was | og to follow-up before having an opportunity to submit a sputum to

follow-up document whether the sputum culture had converted.

Patient refused Patient refused to provide a sputum specimen for a repest culture.

Other A reason not included in the above choices (e.g., treatment failed, or the patient

(specify) moved outside the United States).

Unknown It isnot known why a repeat sputum culture was not obtained.
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42 . Moved

42, Maved
[id the patierm move during TH therapy? (select omal E Mo I: s
HWES, o 10 whens juaiset all dhad apodd:

Cin state, cut aof jurisdiction fentar cicoimbyd Specify Spwcify
I:‘-:'l.ll af stata jenter statal Specify Specify
D Ot of tha LS. ferter courdry) Spacily. Specily
H mcwed ouf of tha LLS., transnational redarmal? Select ane) |, iNn- | I s

Primary Purpose: Programmatic function. Data are used to facilitate efficient communication between
TB control programsin providing continuity of care for the patient.

Thisvariableis used to record whether the patient moved during TB therapy. The responsbility for
follow-up reporting generally remains with the reporting area that initially reported the case to CDC and
counted it. (For adetailed description of the respons bility for submitting follow-up reportsto CDC, see
theingructionsfor Reporting Address for Case Counting [item4].)

Definition of M oved: Relocated, the result of which isachangein local hedth department jurisdictions.

Option Description
(select one)

No Patient did not move.
or
Patient moved within the same local health department jurisdiction.

Yes Patient moved to an area where another jurisdiction must now provide or
coordinate TB care.
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If you selected Yes, select dl the options that apply to the area to which the patient moved.

(select all that apply)

Option

Description

COMMENT

| n-state, out-of Patient moved within the state, but If the patient moved more than
jurisdiction out of theloca heath department twice, enter the first 2 moves.
(specify) jurisdiction, such as moved to

different county or city.

Enter the city or county health

department jurisdiction to which the

patient moved.
Out of state Patient moved from 1 of the 50 U.S. If the patient moved more than
(specify) dates or the Digrict of Columbiato twice, enter the first 2 moves.

e Another date (e.g., moved from
Georgiato Alabama)
or

e A U.S Territory, U.S. Idand
Area, or U.S. Outlying Area

Patient moved froma U.S. Territory,
U.S. Idand Area, or U.S. Outlying
Areato
e Oneof the50 U.S. gatesor the
Didrict of Columbia
or
e A U.S Territory, U.S. Idand
Area, or U.S. Outlying Area

Enter the name of the state or
reporting area to which the patient
moved.
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Out of the U.S.
(specify)

Patient moved from the United States | If the patient moved more than

to twice, enter the first 2 moves.

e Another country (other than a
U.S. Territory, U.S. Idand Area,
or U.S. Outlying Areq)

Moved fromaU.S. Territory, U.S.

Idand Area, or U.S. Outlying Areato

e Ancther country (other than the
United States or another U.S.
Territory, U.S. Idand Area, or
U.S. Outlying Area)

Enter the name of the country to
which the patient moved.

If patient moved out of the U.S., select one option to indicate whether atransnational referral was

made.
Option Description Comment
(select all
that apply)
No Referra was not madeto | Transnational referra includes participation in
aTB program or programs such as
physician outsde the e TBNe
United States. e CureTB
e Immigration and Customs Enforcement (ICE)
Yes Referra was madeto a

TB program or physician | Communication between programs isimportant

outsdethe United States. | o To help ensure case management after
deportation

e For completing a case management transfer
and obtaining information from TB programs
and/or physdcians outside the United States for
case completion

For more information, vist the CDC/DTBE web
dte on the Process for Natification of TB Cases at

www.cdc.gov/tb/pubg/internati onal /default.htm
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Example: M oved within a county, parish, or within a state

A move could be within a county, parish, or even within a sate provided that the same health department
juridictionis primarily responsible for providing the TB case management, completing the RVCT, and
ensuring the compl etion of treatment.

Example: New York City
New York State and New York City (NYC) are separate TB reporting areas that report TB cases directly
to CDC. If a patient moves from New York Stateto NYC or vice versa, the move is considered “in-state,

out of jurisdiction.” Select I n-state, out-of jurisdiction.

Example: Reporting from one of the U.S. Territories, U.S. Idand Areas, or U.S. Outlying Areas

If you are reporting from one of the U.S. Territories, U.S. Idand Areas, or U.S. Outlying Areas
(American Samoa, Federated States of Micronesia, Guam, Republic of the Marshall Idands,
Commonwealth of the Northern Mariana Idands, Republic of Pdau, Puerto Rico, or U.S. Virgin Idands),
select Out of state if a patient moves out of your reporting areato the United States or to another U.S.
Territory, U.S. Idand Areg, or U.S. Outlying Area.

However, if a patient moves from your jurisdiction to a country other than the United States or another
U.S. Territory, U.S. Idand Area, or U.S. Outlying Area, select Out of the U.S.

Examples of Moved

Moved Select

From To
Dallas County, Texas Harris County, Texas In-state, out-of jurisdiction
Denali Borough, Alaska Bethel Borough, Alaska In-gate, out-of juridiction
Orleans Parish, Louisana Vernon Parish, Louisana In-gate, out-of juridiction
Chuuk, Federated States of Yap, FSM In-gtate, out-of jurisdiction
Micronesa (FSM)
Cdifornia Hawaii Out of sate
Washington, D.C. Bdtimore, Maryland Out of gate
Cdifornia Guam Out of state
Guam Pdau Out of sate
Guam Hawaii Out of sate
Chuuk, FSV Guam Out of state
Chuuk, FSM Cdifornia Out of state
Puerto Rico Florida Out of state
Guam China Out of the U.S.
Cdifornia China Out of the U.S.
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A3. Date Therapy Stopped

43. Date Therapy Stopped

Month

Day

specified time.

Primary Purpose: Programmatic function. Data are used to monitor completion of therapy within a

Description

Comment

Month, day, and
year
(e.g., 01/17/2005)

Date the patient stopped taking
therapy for TB disease or
suspected TB disease

Thismay be one of several dates, idedly,
when the patient last ingested medication if
documented in a medical record.

If the month or day is unknown, enter 99 as
the default value (e.g., 01/99/2005).

Comment: Date Therapy Stopped

The interval between Date Therapy Started (item 36) and Date Therapy Stopped (item 43) ismeant to
encompass the entire period (including interruptions in therapy) that the patient was receiving medication
to treat TB disease or suspected TB disease. Patient self-report without medical documentation is not
acceptable. Although there may be interruptionsin anti-TB drug therapy, enter thefinal documented date
on which the patient last ingested medication for TB disease or sugpected TB. For patients being treated
for TB disease or suspected TB disease, enter Date T herapy Stopped, according to the following chart:

Hierarchy for Determining Date Therapy Stopped
(for entire treatment period)

Preferred
Date Therapy Stopped
If this date is not known, choose
the next alternative date stopped

Next Alternative

Date Therapy Stopped
If this date is not known, choose
the last alternative date

Last Alternative
Date Therapy Stopped

Date
Patient Last Ingested Medication

Date
Medication Dispensed to the Patient
Would Have Run Out if the Patient had Taken
All the Medication

Date
Medication Prescribed to the Patient Would
Have Run Out if the Patient Had Taken All the
Medication from the Date of Prescription
(from the final prescription for the last bottle)
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Comment: Update the date that therapy was stopped
Update the date therapy was sopped only if a patient was logt to follow-up and then returns and
completes therapy.

Comment: Reopened case

If acaseisreopened (e.g., patient who has been logt to follow-up isfound, restarts therapy, and then
compl etes therapy), update this form (Case Completion Report [Follow Up — Report 2]) to reflect that the
patient completed therapy.
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44 . Reason Therapy Stopped or Never Started

44. Reason Therapy Stopped or Never Started (sefact ona)
O ot T8
O pied
U other

[ unknown

D Completed Therapy If DIED, indicate cause of death (select one):

D Lost

D Uncooperative or Refused

D Related to TB disease D Unrelated to TB disease

D Related to TE therapy D Unknown

[J Adversa Treatment Event

Primary Purpose: Programmatic function. Data are used to document treatment outcome.

Complete this item when the patient completes therapy or the caseis closed. Select the primary reason
that TB therapy was ended and not resumed, or was never sarted.

Option Description
(select one)
Completed Patient compl eted the prescribed course of therapy per the medica record as
therapy recorded by the clinician caring for the patient.
L ost Patient could not be located before the start or the completion of treatment (e.g., the

patient moved to an unknown location, or the forwarding address is known but the
patient was not found at that address).

Code patients who move outs de the United States and cannot be followed up as
Other.

Uncooper ative

Patient refused to complete therapy (e.g., sopped taking drugs).

or refused
Adverse Therapy was per manently sopped because of an adverse event due to anti-TB
treatment medications. Select thisoption only if the patient lived.
event
If the patient died because of an adverse TB treatment event, select
¢ Died asthe Reason Therapy Stopped
and then select
e Related to TB Therapy for Cause of Death even if the patient sopped TB
therapy prior to the death due to an adverse treatment event.
Thisisadetermination that has to be made by the clinician.
Not TB Compl eted diagnogtic eval uation did not subgtantiate the diagnosisof TB (e.g., M.
aviumwasisolated from a clinica specimen).
Died Patient was alive at diagnosis but died before the start or completion of treatment.

Thisalso appliesto a patient classfied asdivefor Status at TB Diagnosis (item 15)
if the patient wastaking at least 2 anti-TB drugs before the day of death, even though
the TB case was not verified and counted until after death.
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Other Therapy was discontinued for aknown reason not included in the above choices and
isnot Unknown, (e.g., patient moved outs de the United States, or patient moved
from date A to sate B, and state A notified state B, but state B never followed up).

Unknown Reason that therapy was stopped isnot known.

Comment: Reopen a case

If acaseisreopened (e.g., patient who has been logt to follow-up is found within 12 months of when the
patient was log, retarts therapy, and then compl etes therapy), update this form (Case Completion Report
[Follow Up — Report 2]) to reflect that the patient completed therapy.

If you selected Died, indicate one Cause of Death.

Option Description Comment
(select one)
Related to TB TB was Written documentation of the cause of death
disease e Theimmediate cause (e.g., death certificate, autopsy report, medical
or records) is recommended. However, oral
e An underlying cause information from areliable source (e.g., a
or health care provider) will be accepted.

e Another significant condition . _ , ,
contributing to death (even if A death certificate is not necessarily required

TB was not the main cause of | to completethisfield. In some cases deaths
death) may be certified before receipt of results of
e Podtive M. tuberculos's culture

or
e Other findings consstent with TB

Classfy asrelated to TB disease if the patient
died asaresult of asurgical procedure for
which
e The primary indication was the diagnos's
of TB
or
e TB complicated a surgical procedure not
related to TB (e.g., heart surgery)

Criteria for determining the cause of death
related to TB disease should be specified by

the clinician.
Related to TB TB therapy (e.g., adverse Criteria for determining the cause of death
therapy treatment event) was relaed to related to TB therapy should be specified by
the cause of death. the clinician.
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Unrelated to TB | TB wasnot

disease e Theimmediate cause
or

¢ Anunderlying cause
or

¢ Another sgnificant condition
contributing to death

Unknown Cause of death isnot known. Every effort should be made to determine if
death wasrelated to TB disease before
classfying as unknown.

Note: Update thisitem if additional information is obtai ned.
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45. Reason Therapy Extended >12 Months

L

45, Ramson Thermpy Extendad =12 months [seisct all that apphi

C -
D Aifampin Resistance L_! Noradharence L Climically indicated - othar reasans

D Achwerni Dnag Reaction L Fal g L omer Spacily

Primary Purpose: Program function. Data are used to document reason for extended treatment and to
calculate program indicators.

Use the information entered for Date Therapy Started (item 36) and Date Therapy Stopped (item 43)
to caculate the length of anti-TB therapy. Sources for the reason(s) therapy was extended include patient
medical records, patient interview, and health care provider interview.

Option Description Comment
(select all that apply)
Rifampin resistance Patient had drug-resstant TB that

would require atreatment protocol
lasting more than 12 months (e.g.,
resistance to at least rifampin)
according to the ATS/CDC/IDSA
Officid Joint Statement on the
Treatment of TB.

Adverse drug reaction Patient had a significant adverse drug
reaction or experienced an adverse
treatment event dueto anti-TB
medicationsthat prolonged therapy.

Non-adherence There were barriers to the patient’s
adherence to anti-TB therapy (e.g.,
treatment interruption), or the patient’s
lack of adherence resulted in extension
of therapy beyond 12 months.

Failure A sputum specimen tested positive 4 or | Criteria for determining failure
more months after treatment began. should be specified by the
clinician.
Clinically indicated— Clinical indications (other than
other reasons adverse drug reactions) include

central nervous system TB (e.g.,
meningitis), severe liver disease, or
other criteria as specified by the

clinician.
Other Reason does not include any of the Use additional space at the
choices listed above. bottom of the page to write
comments regarding Other
reasons.

127



40, Type of Outpatient Health Care Provider

46, Type of Oulpatien Health Care Provider (Solect al hal asoiy)
| ] LocaltState Health Departrment (HED [ | 1H%, Tribal HE, o Tribal Gorporation | | ripatient Care Only :l..hkrnwr'
E Privas Cuilpatisrt D |natuicnal CaresBonal D Dher

Primary Purpose: Programmatic function. Data are used to guide TB programsin allocating
resources.

Definition for Type of Outpatient Health Care Provider: setting or affiliation of the provider who has
primary respongbility for clinica outpatient decison making (excluding diagnostic workup, contact
investigations, anti-TB medications, and directly observed therapy [DOT]).

Note:

e OQutpatient refersto a setting that is not a hospita and that does not provide acute care, such asa
clinic or a physician’s office.

e Inpatient refersto a hospita or acute-care setting.

Here, these termsrefer to the physician, not to the patient. These terms al so denote the type of services
that are provided. Some ingtitutions, such as a hospital, correctiona facility, or long-term care facility,
may have both outpatient and inpatient settings.

Option Description
(select all that apply)
L ocal/state health Includesa TB program or a hedth clinic of a heath department.

department (HD)

Private outpatient Includes private physician or health care provider, health maintenance
organization (HMO), and private managed health care provider.

IHS, tribal HD, or tribal | Primary responshbility for clinica outpatient decison making rests with
corporation the Indian Heath Service (IHS); atribal health department, such asthe
American Indian or Alaska Native Triba Heath Department; or atribal
corporation, such asthe Tribal Healthcare Corporation.

Institutional/ Includes nursing homes and assisted living facilities, and dl types of
correctional correctional facilities.

Inpatient care only Patient did not receive outpatient TB care. Care provided in a hospital.
Other The provider isnot included in the other categoriesand isnot Unknown

(e.g., gate TB chest hospital providing outpatient care, city/county/state-
owned hospita sthat are not part of the health department providing
outpatient care, private hospital providing outpatient care, Veterans
Adminigtration hospital, federal program, military facility, or community-
based organization [CBO]).
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Unknown Type of hedth care provider isnot known. If you select Unknown, do not
select any other option for type of health care provider.

Comment: Private outpatient

This category includes the private provider who has the primary respons bility for clinica outpatient
decison making for aTB patient, even though the TB control program or |ocal/state hedth department
may be periodically contacting the private provider for the purpose of completing the RVCT and
ensuring proper TB case management.

Comment: I npatient care only

Examples of inpatient care only include
e TB diagnosed at autopsy
e Patientswho were in the hospital but died before receiving outpatient TB care
e Patientswho received all of their TB care asan inpatient in a hospital

Comment: Multiple options

If apatient firg received care from a private health care provider, but after atime (e.g., 3 months) logt his
or her medica insurance and began receiving care from the loca or state heath department, select both
Private and L ocal/State Health Department.
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4 (. Directly Observed Therapy (DOT)

r"-ﬁ. Directly Dbsarved Therapy [DOT) (select ans) ™
[0 o, Totaity Satt-Adeninictere

) ¥es, Totally Directly Dbecrsed

j em, Both Drecty Obsarved and Sal-Administered

: Lk

Mumbor of waeks of drectly obssrsed tharapy [DOT) | ] ] |

Primary Purpose: Case management. Data are used to document administration of TB medications.

Directly observed therapy (DOT), or supervised therapy, involvesthe direct visual observation by a heath
care provider (e.g., public health nurse, outreach worker, nurse, nurse’s aide) or other reliable trained
person (e.g., worker in a homeless shelter) of a patient’s ingestion of medication. Delivering medication
to a patient without visual confirmation of ingestion does not constitute DOT. However, a live video
camera confirmation of ingestion of medicine of carefully selected patients (e.g., stable and compliant)
constitutes DOT.

Anti-TB medication may be
1) Self-administered (e.g., patient ingests medication dose[s] without direct visual observation
by a health care provider or other reliable person)
or
2) Given by using DOT
or
3) A combination of self-administered and given by using DOT

Option Description
(select one)
No, totally No doses of medication were given under direct supervison.

self-administered

Yes totally directly | Response appliesif DOT was used for all dosesfor a patient who was taking
observed medication 1-5 times a week. Response also appliesif the patient was taking
medication 7 times aweek and DOT was used for at least 5 of those doses (i.e.,
patient self-adminigtered the dose[g] during weekends and holidays).

Y es, both directly Response appliesif the patient self-administered any dose while taking
observed and medication 1-5 times a week. Response does not apply if the patient was
self-administered taking medication 7 times a week and DOT was used for at least 5 of those
doses (i.e., patient self-administered the dose[s] during weekends and
holidays).

Response also appliesif patient took several months of self-administered
therapy and severa months of DOT.

Unknown It isnot known whether any doses were given under direct supervison.
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If you selected any Y es option, enter the Number of weeks of directly observed therapy (DOT).

Option Description Comment
(select one)
Number of weeks of Based on the total number of The totad number of DOT weeks must
directly observed regimen-appropriate weeks and be lessthan or equal to thetime
therapy (DOT) dosesingested under directly between Date Therapy Started (item

observed supervison (e.g., 026) 36) and Date T herapy Stopped (item
43).

To calculate Number of weeks of directly observed therapy (DOT weeks), use the following methods:

Review the patient’s medication records to determine the number of doses given by DOT
each week

Review the patient’s medication records to determine the number of doses given by DOT each
week, or 7-day period. The number of days in a week is 7, but the calculation of DOT (or
medication) weeks should be independent of, or not restricted to, calendar weeks (i.e., Sunday
through Saturday).

Example: M edication week
A medication week can be, for example, Monday through Sunday or Wednesday through
Tuesday, aslong asthe week congsts of 7 consecutive days.

Missed DOT dose

If apatient missesa DOT dose or there isaholiday during a medication week (i.e., DOT cannot
be given that week), aslong as DOT is used when the missed dose(s) is made up at the end of
therapy, the dose(s) given at the end of therapy can be combined with the last “partial DOT
week” and counted as a “full DOT week.”

Count asa DOT week

Count as a DOT week any week during which DOT was used for every dose for a patient who
was taking medication 1-5 times a week. If the patient was taking medication 7 times a week,
DOT must have been used for at least 5 doses.

Often, the health department or the person completing the RVCT form does not have direct access to the
entire patient medical record or medication log because the TB patient is or was cared for by a provider
other than the health department (e.g., private health care provider). A private health care provider usually
does not provide DOT; rather, a public health care provider (e.g., public health nurse) provides DOT and
maintains the medication log and medication dosage calendar. The health department periodically follows
up with the provider, and when therapy is completed or the case is closed, the health department usually
completes a “close-out” form. In such instances, the health department should request a copy of the
medication log or review the log with the person who provided DOT (e.g., public health nurse) to
determine the amount of medication that was given by DOT.
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AQ8. Final Drug Susceptibility Testing

43, Final Dmg Suscaptibllity Testing
Wias foliow-up drug suscoptibility tasting done fsefect onel O me Ovee T uriknown

I WO ar UMNKNOWM, do nol compiale he rest of Fallow U Baport -2

HY¥ES, enter date FINAL isalate oollacted tor which drog suscaptibiliny Enter speciman bpe L St
tealing was dons; of |
el Dy Lo ¥ nod Sputum, antar anatomic code (soe st | |

HEREEEN

Primary Purpose: Surveillance. Data are used to observe trendsin drug-resstant TB and to learn about
its epidemiol ogy.

Option Description
(select one)

No Follow-up drug susceptibility testing was not performed.

Yes Drug susceptibility testing was performed on a specimen that was collected
30 or more days after the specimen on which initial drug susceptibility testing
was performed.

Unknown It isnot known whether follow-up drug susceptibility testing was performed.

Comment:

Thisvariable will help assess the frequency of acquired drug res sance.

If you selected Y es, enter the following information.

Description Comment
Date FINAL Month, day, and year Thisdate should be 30 or more days after the
specimen (e.g., 01/17/2009) collection date of theinitial specimen on which
collected on which drug susceptibility testing was done (item 39).
drug Thisinformation isusually available from medical
susceptibility records or laboratory reports.

testing was done
If the month or day is unknown, enter 99 asthe
default value (e.g., 01/99/2009).
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Select the Specimen Type on which the final drug susceptibility testing was done.

Option Description
(select one)
Sputum
Not sputum Enter appropriate anatomic code (e.g., 30 for pericarditis) from Appendix C —
Anatomic Codes
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49. Final Drug Susceptibility Results

49, Final Dnig Suscaptibllity Reaults fsslact ane anfion for sach dugy
Resistanl Euscepibls  MolDone  Linkrewn FAessianl Scepibl  MotDoma  Unkneswn

Isoniand '_l '_| L |_ Capeaomycin El :l D :I
Ritampin O O N O Ciprafloxacn 8 ] O O
Pyrazinamids _| |_| '_ r Lavalloracin D :I :I :l
Ethamburiol L ] [ O Oflomacin O L1 O O
Stroptorryde | 0 O 0 Masifloaei O O O O
Fiabtin O O 1 [ Dther Cuinolones O 0 O O
Ritapentina O O O m Gyclossine 0 L] = S &
Elionaimids 0 O i ] Para-Amire Salicybc Ackd Ll [l | O
PR O m O O Cthar O O O O

: | el
Kanamycin :I ::I L E P = O 0O 0O

Spacify

s A

Primary Purpose: Programmatic function. Data are used to monitor trendsin drug res stance.

Record results for the final specimen on which drug susceptibility testing was performed. Drug
susceptibility testing procedures should comply with approved and accepted guiddines. If drug
susceptibility testing was performed on multiple specimens, select the most appropriate specimen: the one
associated with the primary, or major, Site of disease; the final specimen from the major Ste of disease that
yieldsthe best or most i nformation concerning drug susceptibility results or the final specimen that tested
postive.

For each drug listed, select one option from the following.

Option Description
(select one)
Resistant Drug has any degree of resistance (even partial resistance or resstance at alow

concentration of the drug, or other than completely susceptible reult).

Susceptible Select only if completely susceptible.

Not done Susceptibility testing was not done for thisdrug.

Unknown It isnot known whether the test was performed.
Resilltgrwere not available or result isnot known for a reason other than pending
results.
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Note: Other Quinolones excludes ciprofloxacin, levofloxacin, moxifloxacin, and ofloxacin
because they are listed on the form.

Use the space at the bottom of the form to write comments (e.g., name of the laboratory that
performed drug susceptibility testing) regarding the case of TB reported on thisform (Case
Completion Report).

If radiometric and conventional results on the same specimen differ (e.g., oneisresstant, the other is
susceptible), discuss the results with your state TB laboratory director and compl ete the item
accordingly.
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Appendices

-
The following appendices provide information and codes that are used to complete the RVCT:
o Appendix A — Tuberculosis Case Definition for Public Health Surveillance

e Appendix B — Recommendations for Reporting and Counting Tuberculosis
Cases

e Appendix C — Anatomic Codes
e Appendix D — Reporting Area Codes
e Appendix E — Country Codes

o Appendix F — Glossary
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Appendix A
Tuberculosis Case Definition for Public Health Surveillance

(Revised May 13, 2009)

Clinical description

A chronic bacterial infection caused by Mycobacterium tuberculosis, usually characterized
pathologically by the formation of granulomas. The most common site of infection is the lung,
but other organs may be involved.

Clinical case definition
A case that meets all of the following criteria:
e A positive tuberculin skin test result or positive interferon gamma release assay for M.
tuberculosis
e Other signs and symptoms compatible with tuberculosis (TB) (e.g., abnormal chest
radiograph, abnormal chest computerized tomography scan or other chest imaging study,
or clinical evidence of current disease)
e Treatment with two or more anti-TB medications
e A completed diagnostic evaluation

Laboratory criteria for diagnosis

e Isolation of M. tuberculosis complex from a clinical specimen,”
or

e Demonstration of M. tuberculosis complex from a clinical specimen by nucleic acid
amplification test,’
or

e Demonstration of acid-fast bacilli in a clinical specimen when a culture has not been or
cannot be obtained or is falsely negative or contaminated.

Case classification
Confirmed: a case that meets the clinical case definition or is laboratory confirmed

Comment

A case should not be counted twice within any consecutive 12-month period. However, a case
occurring in a patient who had previously had verified TB disease should be reported and
counted again if more than 12 months have elapsed since the patient completed therapy. A case
should also be reported and counted again if the patient was lost to supervision for greater than
12 months and TB disease can be verified again. Mycobacterial diseases other than those caused
by M. tuberculosis complex should not be counted in tuberculosis morbidity statistics unless
there is concurrent tuberculosis.

*Use of rapid identification techniques for M. tuberculosis (e.g., DNA probes and mycolic acid high-pressure liquid
chromatography performed on a culture from a clinical specimen) are acceptable under this criterion.

TNucleic acid amplification (NAA) tests must be accompanied by culture for mycobacteria species for clinical
purposes. A culture isolate of M. tuberculosis complex is required for complete drug susceptibility testing and also
genotyping. However, for surveillance purposes, CDC will accept results obtained from NAA tests approved by the
Food and Drug Administration (FDA) and used according to the approved product labeling on the package insert,
or a test produced and validated in accordance with applicable FDA and Clinical Laboratory Improvement
Amendments (CLIA) regulations.
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Appendix B
Recommendations for Reporting and Counting Tuberculosis Cases

(Revised May 13, 2009)

Since publication of the “Recommendations for Counting Reported Tuberculosis Cases™' in
July 1997, numerous changes have occurred, and many issues have been raised within the
field of tuberculosis (TB) surveillance. This current version updates and supersedes the
previous version.

A distinction should be made between reporting TB cases to a health department and
counting TB cases for determining incidence of disease. Throughout each year, TB cases
and suspected cases are reported to public health authorities by sources such as clinics,
hospitals, laboratories, and health care providers. From these reports, the state or local TB
control officer must determine which cases meet the current surveillance definition for TB
disease and whether the case is countable. These countable TB cases are then reported to the
Centers for Disease Control and Prevention (CDC).

Beginning in 2009, state and local TB control officers may also report to CDC those TB
cases that are verified but not countable for morbidity statistics, as a measure of
programmatic and case management burden. The noncountable report can include persons
with TB disease recurring within a consecutive 12-month period after the patient completed
TB therapy.

I. Reporting TB Cases. CDC recommends that health care providers and laboratories
be required to report all TB cases or suspected cases to state and local health
departments based on the current “Tuberculosis Case Definition for Public Health
Surveillance” (Appendix A). This notification is essential in order for TB programs to

Ensure case supervision

Ensure completion of appropriate therapy

Ensure completion of contact investigations
Evaluate program effectiveness

Assess trends and characteristics of TB morbidity

II. TB Surveillance. For purposes of surveillance, a case of TB is defined on the basis of
laboratory or clinical evidence of active disease due to M. tuberculosis complex.*

* Because most laboratories use tests that do not routinely distinguish Mycobacterium tuberculosis from very
closely related species, these laboratories report culture results as being positive or negative for “Mycobacterium
tuberculosis complex.” Although in almost all cases of human disease, isolates in the M. tuberculosis complex are,
in fact, M. tuberculosis, other species are possible. For example, one study in San Diego found that 6% of human
tuberculosis was caused by Mycobacterium bovis; cultures from these cases would be reported by most laboratories
as being positive for M. tuberculosis complex. Other species in the Mycobacterium tuberculosis complex include M.
africanum, M. microti, M. canetii, M. caprae, and M. pinnipedii. Although M. microti, M. canetii, M. caprae, and
M. pinnipedii are newly described species, their inclusion in M. tuberculosis complex should not impact public
health laboratories or programs, because only a few laboratories identify to the species level. These seven species
are almost identical in DNA homology studies. In terms of their ability to cause clinical disease or be transmissible
from person to person, M. bovis, M. africanum, M. microti, M. canetii, M. caprae, and M. pinnipedii behave like M.
tuberculosis; therefore, disease caused by any of the organisms should be reported as TB, using the Report of
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Verified Case of Tuberculosis (RVCT). The only exception is the BCG strain of M. bovis, which may be isolated
from persons who have received the vaccine for protection against TB or as cancer immunotherapy; disease caused
by the BCG strain of M. bovis should not be reported as TB.

a. Laboratory Case Definition

Isolation of M. tuberculosis complex from a clinical specimen. The use of rapid
identification techniques for M. tuberculosis performed on a culture from a clinical
specimen, such as DNA probes and high-pressure liquid chromatography (HPLC), is
acceptable under this criterion.

OR

Demonstration of M. tuberculosis from a clinical specimen by nucleic acid
amplification (NAA) test. NAA tests must be accompanied by cultures of
mycobacterial species. However, for surveillance purposes, CDC will accept results
obtained from NAA tests approved by the Food and Drug Administration (FDA) and
used according to the approved product labeling on the package insert, or a test
produced and validated in accordance with applicable FDA and Clinical Laboratory
Improvement Amendments (CLIA) regulations.

OR

Demonstration of acid-fast bacilli (AFB) in a clinical specimen when a culture has
not been or cannot be obtained or is falsely negative or contaminated; historically this
criterion has been most commonly used to diagnose TB in the postmortem setting.

b. Clinical Case Definition. In the absence of laboratory confirmation of M. tuberculosis
complex after a diagnostic process has been completed, persons must have all of the
following criteria for clinical TB:

Evidence of TB infection based on a positive tuberculin skin test result or positive
interferon gamma release assay for M. tuberculosis

AND

One of the following:
(1) Signs and symptoms compatible with current TB disease, such as an
abnormal chest radiograph or abnormal chest computerized tomography scan or
other chest imaging study,

OR
(2) Clinical evidence of current disease (e.g., fever, night sweats, cough, weight
loss, hemoptysis)

AND

Current treatment with two or more anti-TB medications

139



NOTE: The software for TB surveillance developed by CDC includes a calculated variable
called “Vercrit,” for which one of the values is ““Provider Diagnosis.” “Provider Diagnosis™ is
selected when the user chooses to override a ““Suspect™ default value in the case verification
screen as “Verified by Provider Diagnosis.” Thus, “Provider Diagnosis™ is not a component of
the case definition for TB in the current “Tuberculosis Case Definition for Public Health
Surveillance (Appendix A). CDC’s national morbidity reports have traditionally included all
TB cases that are considered verified by the reporting areas, without a requirement that cases
meet the published case definition.

III.

a.

Counting TB Cases. Cases that meet the current CDC surveillance case
definition for verified TB are counted by 52 reporting areas with count authority
(50 states, District of Columbia, and New York City) to determine annual
incidence for the United States. The remaining 8 reporting areas (American
Samoa, Federated States of Micronesia, Guam, Marshall Islands, Northern
Mariana Islands, Puerto Rico, Republic of Palau, and U.S. Virgin Islands) report
cases to CDC but are not included in the annual incidence for the United States.
The laboratory and clinical case definitions are the two diagnostic categories used
in the CDC “Tuberculosis Case Definition for Public Health Surveillance.”

Most verified TB cases are accepted for counting based on laboratory
confirmation of M. tuberculosis complex from a clinical specimen.

A person may have more than one discrete (separate and distinct) episode of
TB. If disease recurs in a person within any 12-consecutive-month period after
the patient completed therapy, count only one episode as a case. However, if TB
disease recurs in a person, and if more than 12 months have elapsed since the
person completed TB therapy or was lost to supervision, the TB case is
considered a separate episode and should be counted as a new case.

Mycobacterial diseases other than those caused by M. tuberculosis complex
should not be counted in TB morbidity statistics unless there is concurrent TB.

Verified TB Cases

COUNT

Count only verified TB cases that meet the laboratory or clinical case
definitions (see Section II). The diagnosis of TB must be verified by the TB
control officer or designee. The current CDC surveillance case definition for
TB describes and defines the criteria to be used in the case definition for TB
disease.

DO NOT COUNT

If diagnostic procedures have not been completed, do not count; wait for
confirmation of disease. Do not count as a case the patient for which two or
more anti-TB medications have been prescribed for preventive therapy for
exposure to multidrug- resistant (MDR) TB, or while the diagnosis is still
pending.
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b. Nontuberculous Mycobacterial Diseases (NTM)

COUNT
An episode of TB disease diagnosed concurrently with another nontuberculous
mycobacterial disease should be counted as a TB case.

DO NOT COUNT
Disease attributed to or caused by nontuberculous mycobacteria alone should
not be counted as a TB case.

¢. TB Cases Reported at Death

COUNT

TB cases first reported to the health department at the time of a person’s death
are counted as incident cases, provided the person had current disease at the
time of death. The TB control officer should verify the diagnosis of TB.

DO NOT COUNT
Do not count as a case of TB if there is no evidence of current disease at the
time of death or at autopsy.

d. Immigrants, Refugees, Permanent Resident Aliens, Border Crossers,* and
Foreign Visitors?

COUNT

Immigrants and refugees who are examined after arriving in the United States
and diagnosed with clinically active TB requiring anti-TB medications should
be reported and counted by the locality of their current residence at the time of
diagnosis regardless of citizenship status.

Border crossers* who are diagnosed with TB and plan to receive anti-TB
therapy from a locality in the United States for 90 days or more should be
reported and counted by the locality where they receive anti-TB therapy.

Foreign visitors (e.g., students, commercial representatives, and diplomatic
personnel) who are diagnosed with TB, are receiving anti-TB therapy, and have
been, or plan to remain in, the United States for 90 days or more should be
reported and counted by the locality of current residence.

*Border crosser — defined, by the U.S. Citizenship and Immigration Services
(USCIS)? as “an alien resident of the United States reentering the country after
an absence of less than six months in Canada or Mexico, or a nonresident alien
entering the United States across the Canadian border for stays of no more than
six months, or across the Mexican border for stays of no more than 72 hours.”
Border crossers may go back and forth across the border many times in a short
period.
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DO NOT COUNT

Any person who was diagnosed and started on anti-TB drugs in another country
should not be counted as a new case but should be reported as a verified
noncountable TB case.

Border crossers* and foreign visitors who are diagnosed with TB and receive
anti-TB therapy from a locality in the United States for less than 90 days but
plan to return to their native country to continue therapy should not be reported
or counted by the locality where they receive anti-TB therapy.

e. Out-of-State or Out-of-Area Residents

COUNT

A person’s TB case should be counted by the locality in which he or she resides
at the time of diagnosis. TB in a person who has no address should be counted
by the locality that diagnosed and is treating the TB. The TB control officer
should notify the appropriate out-of-state or out-of-area TB control officer of
the person’s home locality to (1) determine whether the case has already been
counted to avoid “double counting,” and (2) agree on which TB control office
should count the case if it has not yet been counted.

DO NOT COUNT

Do not count a case in a newly diagnosed TB patient who is an out-of-area
resident and whose TB has already been counted by the out-of-area TB control
office.

f. Migrants and Other Transients

COUNT

Persons without any fixed U.S. residence are considered to be the public health
responsibility of their present locality and their TB case should be reported and
counted where diagnosed.

DO NOT COUNT
Cases in transient TB patients should not be counted when there is evidence that
they have already been counted by another locality.

g. Federal Facilities (e.g., Military and Veterans Administration Facilities)

COUNT

Cases in military personnel, dependents, or veterans should be reported and
counted by the locality where the persons are residing in the United States at the
time of diagnosis and initiation of treatment.

However, if military personnel or dependents are discovered to have TB at a
military base outside the United States but are referred elsewhere for treatment
(e.g., a military base located within the United States), the TB case should be
reported and counted where treated and not where the diagnosis was made.
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DO NOT COUNT
Do not count if the case was already counted by another locality in the United
States.

h. Indian Health Service

COUNT

TB should be reported to the local health authority (e.g., state or county) and
counted where diagnosed and treatment initiated. However, for a specific group
such as the Navajo Nation, which is geographically located in multiple states,
health departments should discuss each case and determine which locality
should count the case.

DO NOT COUNT
Do not count if the case was already counted by another locality.

i. Correctional Facilities (e.g., Local, State, Federal, and Military)

COUNT

Persons who reside in local, state, federal, or military correctional facilities may
frequently be transferred or relocated within and/or between various
correctional facilities. TB in these persons should be reported to the local health
authority and counted by the locality where the diagnosis was made and
treatment plans were initiated.

DO NOT COUNT

Do not count correctional facility residents’ TB cases that were counted
elsewhere by another locality or correctional facility, even if treatment
continues at another locale or correctional facility.

j- Peace Corps, Missionaries, and Other Citizens Residing Outside the United
States

DO NOT COUNT

TB in persons diagnosed outside the United States should not be counted. TB in
these persons should be counted by the country in which they are residing,
regardless of their plans to return to the United States for further work-up or
treatment.

IV. Suggested Administrative Practices

To promote uniformity in TB case counting, the following administrative
procedures are recommended:

(a) All TB cases verified by the 52 reporting areas with count authority (50 states,
District of Columbia, and New York City) during the calendar year (by
December 31) will be included in the annual U.S. incidence count for that
year. All tuberculosis cases verified during the calendar year by a reporting
area with count authority from one of the remaining 8 reporting areas
(American Samoa, Federated States of Micronesia, Guam, Marshall Islands,
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Northern Mariana Islands, Puerto Rico, Republic of Palau, and U.S. Virgin
Islands) are also counted but are not included in the annual incidence for the
United States. Cases for which bacteriologic results are pending or for which
confirmation of disease is questionable for any other reason should not be
counted until their status is clearly determined; they should be counted at the
time they meet the criteria for counting. This means that a case reported in one
calendar year could be included in the morbidity count for the following year.
The reporting area with count authority should ensure that there is agreement
between final local and state TB figures reported to CDC. Currently, some
reporting areas may not use this suggested protocol. Some of these areas may
wait until the beginning of the following year when they have received and
processed all of the TB cases for inclusion in the annual case count for the
previous year. If reporting areas decide to revise their protocols, they should
be aware that their TB trends may change.

(b) TB is occasionally reported to health departments over the telephone, by letter
or fax, or on forms other than the Report of Verified Case of Tuberculosis
(RVCT). Such information should be accepted as an official morbidity report
if sufficient details are provided; otherwise, the notification should be used as
an indicator of a possible TB case (suspect) which should be investigated
promptly for confirmation.

V. TB Surveillance Definitions

Case - an episode of TB disease in a person meeting the laboratory or clinical
criteria for TB as defined in the document “Tuberculosis Case Definition for
Public Health Surveillance” (see Section II for criteria).

Suspect - a person for whom there is a high index of suspicion for active TB
(e.g., a known contact to an active TB case or a person with signs or symptoms
consistent with TB) who is currently under evaluation for TB disease.

Verification of a TB case - the process whereby a TB case, after the diagnostic
evaluation is complete, is reviewed at the local level (e.g., state or county) by a
TB control official who is familiar with TB surveillance definitions; if all the
criteria for a TB case are met, the TB case is then verified and eligible for
counting.

Counting of a TB case - the process whereby a reporting area with count
authority evaluates verified TB cases against count criteria (e.g., assesses for
case duplication). These cases are then counted for morbidity in that locality
(e.g., state or county) and reported to CDC for national morbidity counting.
Noncountable, verified cases may also be sent to CDC.

Mycobacterium tuberculosis complex (M. tuberculosis complex) - Because
most laboratories use tests that do not routinely distinguish Mycobacterium
tuberculosis from very closely related species, these laboratories report culture
results as being positive or negative for “Mycobacterium tuberculosis complex.”
Although in almost all cases of human disease, isolates in the M. tuberculosis
complex are, in fact, M. tuberculosis, other species are possible. For example,
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one study in San Diego found that 6% of human tuberculosis was caused by
Mycobacterium bovis; cultures from these cases would be reported by most
laboratories as being positive for M. tuberculosis complex. Other species in the
Mycobacterium tuberculosis complex include M. africanum, M. microti, M.
canetii, M. caprae, and M. pinnipedii. Although M. microti, M. canetii, M.
caprae, and M. pinnipedii are newly described species, their inclusion in M.
tuberculosis complex should not impact public health laboratories or programs
because only a few laboratories identify to the species level. These seven
species are almost identical in DNA homology studies. In terms of their ability
to cause clinical disease or be transmissible from person to person, M. bovis, M.
africanum, M. microti, M. canetti, M. caprae, and M. pinnipedii behave like M.
tuberculosis; therefore, disease caused by any of the organisms should be
reported as TB, using the Report of Verified Case of Tuberculosis (RVCT). The
only exception is the BCG strain of M. bovis, which may be isolated from
persons who have received the vaccine for protection against TB or as cancer
immunotherapy; disease caused by the BCG strain of M. bovis should not be
reported as TB.

Nontuberculous mycobacteria (NTM) - mycobacteria other than
Mycobacterium tuberculosis complex that can cause human infection or disease.
Common nontuberculous mycobacteria include M. avium complex or MAC (M.
avium, M. intracellulare), M. kansasii, M. marinum, M. scrofulaceum, M.
chelonae, M. fortuitum, and M. simiae. Other terms have been used to represent
NTM, including MOTT (mycobacteria other than TB) and “atypical”
mycobacteria.

Reporting area - areas responsible for counting and reporting verified TB cases
to CDC. Currently there are 60 reporting areas: the 50 states, District of
Columbia, New York City, American Samoa, Federated States of Micronesia,
Guam, Marshall Islands, Northern Mariana Islands, Puerto Rico, Republic of
Palau, and U.S. Virgin Islands. The annual incidence of tuberculosis for the
United States is based on 52 reporting areas (the 50 states, District of Columbia,
and New York City).

Alien - defined by the U.S. Citizenship and Immigration Services (USCIS)? as
“any person not a citizen or national of the United States.”

Border crosser - defined, by the U.S. Citizenship and Immigration Services
(USCIS)* as “an alien resident of the United States reentering the country after
an absence of less than six months in Canada or Mexico, or a nonresident alien
entering the United States across the Canadian border for stays of no more than
six months, or across the Mexican border for stays of no more than 72 hours.”
Border crossers may go back and forth across the border many times in a short
period.

Class A TB with waiver?

All applicants who have tuberculosis disease and have been granted a waiver.
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Class B1 TB, Pulmonary?

No treatment

e Applicants who have medical history, physical exam, HIV, or CXR
findings suggestive of pulmonary TB but have negative AFB sputum
smears and cultures and are not diagnosed with TB or can wait to have
TB treatment started after immigration.

Completed treatment

e Applicants who were diagnosed with pulmonary TB and successfully
completed directly observed therapy prior to immigration. The cover
sheet should indicate if the initial sputum smears and cultures were
positive and if drug susceptibility testing results are available.

Class B1 TB, Extrapulmonary?

Applicants with evidence of extrapulmonary TB. Document the anatomic site of
infection.

Class B2 TB, Latent TB Infection (LTBI) Evaluation®

Applicants who have a tuberculin skin test >10 mm but otherwise have a
negative evaluation for TB. The size of the TST reaction, the applicant’s status
with respect to LTBI treatment, and the medication(s) used should be
documented. For applicants who had more than one TST, whether the applicant
converted the TST should be documented (i.e., initial TST <10 mm but
subsequent TST >10 mm).

Class B3 TB, Contact Evaluation’

Applicants who are a recent contact of a known tuberculosis case. The size of
the applicant’s TST reaction should be documented. Information about the
source case, name, alien number, relationship to contact, and type of
tuberculosis should also be documented.

Immigrant - defined by the USCIS? as “an alien admitted to the United States
as a lawful permanent resident. Immigrants are those persons lawfully accorded
the privilege of residing permanently in the United States. They may be issued
immigrant visas by the Department of State overseas or adjusted to permanent
resident status by the USCIS of the United States.”

Permanent Resident Alien - see Immigrant.
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Waivers’ - A provision allows applicants undergoing pulmonary or laryngeal
tuberculosis treatment to petition for a Class A TB with waiver. Waivers should
be pursued for any immigrant or refugee who has a complicated clinical course
and would benefit from receiving treatment of their tuberculosis in the United
States. Applicants diagnosed with tuberculosis disease who are both smear- and
culture-negative and will be traveling to the United States prior to start of
treatment do not need to complete the waiver process.
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Appendix C

Anatomic Codes

Anatomic Code

Anatomic Code

Dermal System
00 * Skin and skin appendages
01 * Subcutaneous Tissue
02 * Breast
03 Milk

33

Cardiovascular System
30 * Pericardium
31 * Heart
32 * Cardiac valve

Pericardial fluid

34 * Blood vessel

Hematopoietic System
04 * Bone marrow
05 * Spleen
06 * Blood

Lymphatic System
07 Lymph node

Musculoskeletal System 39
08 Bone, NOS (Not Otherwise Specified) 40
09  Skeletal system (Bones of head, ribcage, 41

and vertebral column) 42

10  Skeletal system (Bones of shoulder, 43

girdle, pelvis, and extremities) 44

11 Soft tissue, NOS (Not Otherwise 45

Specified) 46

12 Soft tissue (Muscles of head, neck, 47

mouth, and upper extremity) 48

13 Soft tissue (Musc!es of trunk, perineum, 49
and lower extremity)

14  Tendon and tendon sheath 50

15 Ligament and fascia 51

16  Joints (Synovial tissue) 2

17 Synovial fluid 53

- 54

Respiratory System
18 * Nose >3
19 * Accessory Sinus 56
20 * Nasopharynx 7
21 * Epiglottis >8
22 * Trachea ok

23  Bronchus
24  Bronchiole
25 Lung

26 Pleura

27  Upper respiratory fluids or tracheal fluids

28  Bronchial fluid
29  Pleural fluid

Gastrointestinal System

35 * Mouth

36 * Lip

37 * Tongue

38 * Tooth, gum, and supporting structures

of the tooth

Salivary gland

Liver

Gallbladder

Extrahepatic bile duct

Pancreas

Saliva

Bile and pancreatic fluid
Pharynx, oropharynx, and hypopharynx
Tonsils and adenoids
Esophagus

Stomach

Small intestine - duodenum
Small intestine - jejunum & ileum
Appendix

Colon

Rectum

Anus

Gastric aspirate

Gastrointestinal contents (feces)
Omentum and peritoneum
Peritoneal fluid

* Only codes marked with an asterisk (*) should be used when a Site of Disease (item 16) is Other.
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Urogenital System

60 Kidney

61 Renal pelvis

62  Ureter

63  Urinary bladder
64  Urethra

65  Penis

66 Prostate and seminal vesicle
67  Testis

68 Epididymis, vas deferens, spermatic
cord, and scrotum

69  Urine
70  Male genital fluids
71  Vulva, labia, clitoris, and Bartholin's

gland
72  Vagina
73 Uterus
74  Cervix

75  Endometrium
76  Myometrium

77  Fallopian tube, broad ligament,
parametrium, and parovarian region

78  Ovary
79  Female genital fluids

Fetal Structures

80 * Placenta, umbilical cord, and
implantation site

81 * Fetus and embryo

Endocrine System
82 * Pituitary gland
83 * Adrenal gland
84 * Thyroid or parathyroid gland(s)
85 * Thymus

Neurological System
86  CSF (Cerebral spinal fluid)
87  Meninges, dural sinus, choroid plexus
88 * Brain
89 * Spinal cord
90 * Cranial, spinal, and peripheral nerve
91 * Eye and ear appendages
92 * Ear and mastoid cells

Other
93 Pus
94 * Other
95  Multiple Sites
99  Unknown

* Only codes marked with an asterisk (*) should be used when a Site of Disease (item 16) is Other.
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Appendix D
Reporting Area Codes

Reporting Area Codes

Name Alpha | Code Name Alpha | Code
Alabama AL 01 Nebraska NE 31
Alaska AK 02 Nevada NV 32
Arizona AZ 04 New Hampshire NH 33
Arkansas AR 05 New Jersey NJ 34
California CA 06 New Mexico NM 35
Colorado CO 08 New York NY 36
Connecticut CT 09 New York City NO 975772
Delaware DE 10 North Carolina NC 37
Florida FL 12 North Dakota ND 38
Georgia GA 13 Ohio OH 39
Hawaii HI 15 Oklahoma OK 40
Idaho ID 16 Oregon OR 41
Ilinois IL 17 Pennsylvania PA 42
Indiana IN 18 Rhode Island RI 44
Iowa 1A 19 South Carolina SC 45
Kansas KS 20 South Dakota SD 46
Kentucky KY 21 Tennessee TN 47
Louisiana LA 22 Texas TX 48
Maine ME 23 Utah UT 49
Maryland MD 24 Vermont VT 50
Massachusetts MA 25 Virginia VA 51
Michigan MI 26 Washington WA 53
Minnesota MN 27 Washington D.C. DC 11
Mississippi MS 28 West Virginia WV 54
Missouri MO 29 Wisconsin WI 55
Montana MT 30 Wyoming WY 56

U.S. Island Reporting Area Codes
For information on citizenship and “U.S.-born” for the U.S. Island Areas see Country of Birth (item 12)

Name Alpha Code Name Alpha | Code
American Samoa AQ 60 Palau PS 70
Federated States of FM 64 Puerto Rico PR 72
Micronesia
Guam GU 66 Republic of Marshall RM 68

Islands
Northern Mariana CcQ 69 Virgin Islands vQ 78
Islands
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Appendix E

Country Codes
Country Alpha Code

Afghanistan AFG
Albania ALB
Algeria DZA
American Samoa ASM
Andorra AND
Angola AGO
Anguilla AIA
Antarctica ATA
Antigua and Barbuda ATG
Argentina ARG
Armenia ARM
Aruba ABW
Ashmore and Cartier Islands AT
Australia AUS
Austria AUT
Azerbaijan AZE
Bahamas, The BHS
Bahrain BHR
Baker Island FQ
Bangladesh BGD
Barbados BRB
Bassas Da India BS
Belarus BLR
Belgium BEL
Belize BLZ
Benin BEN
Bermuda BMU
Bhutan BTN
Bolivia BOL
Bosnia and Herzegovina BIH
Botswana BWA
Bouvet Island BVT
British Indian Ocean Territory 10T
Brazil BRA
British Virgin Islands VGB
Brunei BRN
Bulgaria BGR
Burkina (Upper Volta) BFA
Burma BUMM
Burundi BDI
Cambodia KHM
Cameroon CMR
Canada CAN
Cape Verde CPV
Cayman Islands CYM
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Country Alpha Code

Central African Republic CAF
Chad TCD
Chile CHL
China CHN
Christmas Island CXR
Clipperton Island 1P
Cocos (Keeling) Islands CCK
Colombia COL
Comoros COM
Congo COG
Cook Islands COK
Coral Sea Islands CR
Costa Rica CRI
Croatia HRYV
Cuba CUB
Cyprus CYyp
Czech Republic CZE
Czechoslovakia CSHH
Denmark DNK
Djibouti DJI
Dominica DMA
Dominican Republic DOM
Ecuador ECU
Egypt EGY
El Salvador SLV
Equatorial Guinea GNQ
Eritrea ERI
Estonia EST
Ethiopia ETH
Europa Island EU
Falkland Islands (Malvinas) FLK
Faroe Islands FRO
Federated States of Micronesia FSM
Fiji FJI
Finland FIN
French Southern and Antarctic Lands ATF
France FRA
French Guiana GUF
French Polynesia PYF
Gabon GAB
Gambia, The GMB
Gaza Strip GZ
Georgia GEO
Germany DEU
Ghana GHA
Gibraltar GIB
Glorioso Islands GO
Greece GRC
Greenland GRL
Grenada GRD
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Country Alpha Code

Guadeloupe GLP
Guam GUM
Guatemala GTM
Guernsey GGY
Guinea GIN
Guinea-Bissau GNB
Guyana GUY
Haiti HTI
Heard Island and McDonald Islands HMD
Honduras HND
Hong Kong HKG
Howland Island HQ
Hungary HUN
Iceland ISL
India IND
Indonesia IDN
Iran IRN
Iraq IRQ
Irag-Saudi Arabia Neutral Zone NTHH
Ireland IRL
Israel ISR
Italy ITA
Ivory Coast C1v
Jamaica JAM
Jan Mayen JN
Japan JPN
Jarvis Island DQ
Jersey JEY
Johnston Atoll JQ
Jordan JOR
Juan De Nova Island JU
Kazakhstan KAZ
Kenya KEN
Kingman Reef KQ
Kiribati KIR
Korea, Republic of KOR
Korea, Democratic People’s Republic PRK
Kuwait KWT
Kyrgyzstan KGZ
Laos LAO
Latvia LVA
Lebanon LBN
Lesotho LSO
Liberia LBR
Libya LBY
Liechtenstein LIE
Lithuania LTU
Luxembourg LUX
Macau MAC
Macedonia MKD
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Country Alpha Code

Madagascar MDG
Malawi MWI
Malaysia MYS
Maldives MDV
Mali MLI
Malta MLT
Man, Isle of IMN
Marshall Islands MHL
Martinique MTQ
Mauritania MRT
Mauritius MUS
Mayotte MYT
Mexico MEX
Midway Island MIUM
Moldova MDA
Monaco MCO
Mongolia MNG
Montenegro MNE
Montserrat MSR
Morocco MAR
Mozambique MOZ
Myanmar MMR
Namibia NAM
Nauru NRU
Navassa Island BQ
Nepal NPL
Netherlands NLD
Netherlands Antilles ANT
New Caledonia NCL
New Zealand NZL
Nicaragua NIC
Niger NER
Nigeria NGA
Niue NIU
Norfolk Island NFK
Northern Mariana Islands MNP
Norway NOR
Not Specified NI
Oman OMN
Pakistan PAK
Palau PLW
Palmyra Atoll LQ
Panama PAN
Papua New Guinea PNG
Paracel Islands PF
Paraguay PRY
Peru PER
Philippines PHL
Pitcairn Islands PCN
Poland POL
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Country Alpha Code

Portugal PRT
Portuguese Timor TPTL
Puerto Rico PRI
Qatar QAT
Reunion REU
Romania ROU
Russia RUS
Rwanda RWA
South Georgia/South Sandwich Islands SGS
San Marino SMR
Sao Tome and Principe STP
Saudi Arabia SAU
Senegal SEN
Serbia SRB
Seychelles SYC
Sierra Leone SLE
Singapore SGP
Slovak Republic SVK
Slovenia SVN
Solomon Islands SLB
Somalia SOM
South Africa ZAF
Soviet Union SUHH
Spain ESP
Spratly Islands PG
Sri Lanka LKA
St Lucia LCA
St. Helena SHN
St. Kitts and Nevis KNA
St. Pierre and Miquelon SPM
St. Vincent/Grenadines VCT
Sudan SDN
Suriname SUR
Svalbard SIM
Swaziland SWZ
Sweden SWE
Switzerland CHE
Syria SYR
Taiwan TWN
Tajikistan TJK
Tanzania, United Republic of TZA
Thailand THA
Timor-Leste TLS
Togo TGO
Tokelau TKL
Tonga, Kingdom of TON
Trinidad and Tobago TTO
Tromelin Island TE
Tunisia TUN
Turkey TUR
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Country Alpha Code

Turkmenistan TKM
Turks and Caicos Islands TCA
Tuvalu TUV
U.S. Minor Outlying Islands UMI
Uganda UGA
UKkraine UKR
United Arab Emirates ARE
United Kingdom GBR
United States USA
Uruguay URY
U.S. Miscellaneous Pacific Islands PUUM
Uzbekistan UZB
Vanuatu (New Hebrides) VUT
Vatican City VAT
Venezuela VEN
Vietnam VNM
Virgin Islands VIR
Wake Island WKUM
Wallis and Futuna WLF
West Bank WE
Western Sahara ESH
Western Samoa WSM
Yemen YEM
Yugoslavia YUCS
Zaire ZRCD
Zambia ZMB
Zimbabwe ZWE
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Appendix F
Glossary

Term

Definition

Acid-fast bacilli (AFB)

Microorganisms that when stained, retain color even after they have been
washed in an acid solution; may be detected under a microscope in a stained
smear.

Active case finding

Looking for undiagnosed cases by screening a population.

Active TB disease

An illness, caused by bacteria called Mycobacterium tuberculosis, in which
tuberculosis (TB) bacteria are multiplying and attacking parts of the body,
most commonly the lungs. A person with active TB disease is capable of
spreading the disease to others if the TB bacteria are active in the lungs or
throat. The symptoms of active TB disease include weakness, weight loss,
fever, no appetite, chills, and sweating at night. Other symptoms may
include a bad cough, pain in the chest, and coughing up blood.

Adherence to treatment

Following the recommended course of treatment by taking all the
prescribed medications for the entire length of time necessary.

Adverse effect

Negative side effect resulting from the use of a drug (for example, hepatitis,
nausea, headache).

Bronchoscopy

A procedure used to obtain pulmonary secretions or lung tissue with an
instrument called a bronchoscope.

Case management

A system in which a specific health department employee is assigned
primary responsibility for the patient, systematic regular review of patient
progress is conducted, and plans are made to address any barriers to
adherence.

Case rate

The number of cases that occur during a certain time period, divided by the
size of the population during that time period; the case rate is often
expressed in terms of a population size of 100,000 persons.

Case reporting

Informing the state or local health department when a new case (an
occurrence) of TB disease has been diagnosed or is suspected.

Cavity

A hollow space within the lung, visible on a chest x-ray or CT scan.

Clinical evaluation

An evaluation done to find out whether a patient has symptoms of TB
disease or is responding to treatment; also done to check for adverse
reaction to TB medications.

Clinician

A physician, physician’s assistant, or nurse.

Congregate setting

A setting in which a group of usually unrelated persons reside in close
physical proximity. These settings may include hospitals, long-term care
facilities, assisted living facilities, correctional facilities, or homeless
shelters (see residential facilities).
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Term

Definition

Contact investigation

A procedure for interviewing a person who has TB disease to determine
who may have been exposed to TB. People who have been exposed to TB
are tested for latent TB infection (LTBI) and TB disease.

Contacts People exposed to someone with infectious TB disease, generally including
family members, roommates or housemates, close friends, coworkers,
classmates, and others.

Country of birth The country where a person was born.

Culture To grow organisms on media (substances containing nutrients) so that they

or the product of this process can be identified.

Daily regimen

A treatment schedule in which the patient takes a dose of each prescribed
medication every day.

Diabetes mellitus

A disease in which the body's ability to use sugar is altered.

Diagnostic evaluation

An evaluation used to diagnose TB disease; includes a medical history, a
chest x-ray, the collection of specimens for bacteriologic examination, and
possibly a tuberculin skin test or an interferon-gamma release assay such as
the QuantiFERON®-TB Gold test.

Directly observed
therapy (DOT)

A designated person watches the TB patient swallow each dose of the
prescribed drugs.

Drug susceptibility test

A laboratory method for finding drug resistance in a microorganism.

Drug-resistant TB

TB caused by organisms that are able to grow in the presence of a particular
drug; TB that is resistant to at least one first-line antituberculosis drug.

End-stage renal disease
(ESRD)

A condition when chronic kidney failure has progressed to the point where
kidney function is less than 10% of normal; requires dialysis or
transplantation; also known as stage 5 chronic kidney disease. The most
common cause of ESRD in the United States is diabetes.

Ethambutol (EMB) A drug used to treat TB disease; may cause vision problems. Ethambutol
should be used cautiously in children who are too young to be monitored for
changes in their vision.

Extrapulmonary TB TB disease that occurs in places other than the lungs, such as the lymph

nodes, the pleura, the brain, the kidneys, or the bones; most types of
extrapulmonary TB are not infectious.

First-line TB drugs

The initial drugs used for treating TB disease. Include isoniazid (INH),
rifampin (RIF), pyrazinamide (PZA), and either ethambutol (EMB). or
streptomycin (SM).

Foreign-born persons

People born outside of the United States.

HIV

Human immunodeficiency virus, the virus that causes AIDS.
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Term Definition

Immunosuppressive Therapy that suppresses or weakens the immune system.

therapy

Interferon-gamma Protein that is normally produced by the body in response to infection.

(IFN-y)

Interferon-gamma A type of blood test that measures a person’s immune reactivity to M.

release assay (IGRA) tuberculosis by measuring release of IFN-y. In the U.S., QuantiFERON"-
TB Gold, QuantiFERON®-TB Gold In-Tube, and T-SPOT®.TB are
currently available IGRAs.

Isolate A sample from a specimen that was identified as a certain organism such as
M. tuberculosis complex.

Isoniazid (INH) A drug that is used for treating LTBI and one of the drugs used to treat TB
disease; although relatively safe, it may cause hepatitis and other severe
adverse reaction in some patients.

Latent TB infection Refers to the condition when a person is infected with tubercle bacilli, but

(LTBI) TB disease has not developed. Persons with LTBI do not have TB disease
symptoms and they cannot spread TB germs to others. Persons with LTBI
usually have a positive result to the Mantoux tuberculin skin test or an
interferon-gamma release assay.

LTBI treatment Medication that is given to people who have latent TB infection to prevent

them from developing TB disease.

Mantoux tuberculin skin
test (TST)

A method of testing for TB infection; a needle and syringe are used to inject
0.1 ml of 5 tuberculin units of liquid tuberculin between the layers of the
skin (intradermally), usually on the forearm; the reaction to this test, a
palpable swollen area (induration), is measured 48 to 72 hours after the
injection and is interpreted as positive or negative depending on the size of
the reaction and the patient’s risk factors for TB.

Miliary TB

Miliary TB is a serious type of tuberculosis infection. It is a histological or
radiologic finding, rather than a site of disease. It appears on radiograph as a
great number of small, well-defined nodules that look like millet seeds
scattered throughout the lungs, hence the name “miliary.”

Multidrug-resistant TB
(MDR TB)

Resistant to at least the drugs isoniazid and rifampin; MDR TB is more
difficult to treat than drug-susceptible TB.

Mycobacterium
tuberculosis

One of the organisms causing TB in humans, and sometimes called the
tubercle bacillus; belongs to a group of bacteria called mycobacteria.

Mycobacterium
tuberculosis complex

A group of closely related mycobacteria that can cause active TB (e.g., M.
tuberculosis, M. bovis, and M. africanum). Most TB in the United States is
caused by M. tuberculosis.

Nucleic acid
amplification (NAA)

A technique that amplifies (copies) DNA or RNA segments, in order to
directly identify microorganisms in sputum specimens.
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Term Definition
Pulmonary TB TB disease that occurs in the lungs, typically causing a cough and an
abnormal chest x-ray. Pulmonary TB is usually infectious if untreated. Most
TB cases reported in the United States are pulmonary TB.
Pyridoxine Another name for vitamin B6; it is given to prevent peripheral neuropathy;

should always be given to pregnant and breastfeeding women on isoniazid.

QuantiFERON®-TB
Gold test (QFT-G)

A blood test used for diagnosing infection with M. tuberculosis. The QFT-G
measures a patient’s immune reactivity to M. tuberculosis by measuring the

response to TB proteins when they are mixed with a small amount of blood
(see IGRAS).

Recurrence

A patient who has either a

e Negative culture result while receiving anti-TB therapy, but at some
point after therapy is completed, either the culture result becomes
positive for M. tuberculosis or the patient has clinical or radiologic
deterioration that is consistent with TB disease.

or

e Negative smear and culture result (e.g., clinical case) at diagnosis
and while receiving anti-TB therapy, but at some point after therapy
is completed, either the patient has a culture result that is positive for
M. tuberculosis or has clinical or radiologic deterioration that is
consistent with TB disease.

Rifabutin

A drug used to treat TB disease; used as a substitute for rifampin (RIF) in
the treatment of all forms of TB.

Rifampin

A drug used to treat TB disease; also used for LTBI treatment. Rifampin
has several possible side effects (for example, hepatitis, turning body fluids
orange, and drug interactions).

Rifapentine

A drug used to treat TB disease; used once weekly with isoniazid during the
continuation phase with selected HIV-negative patients.

Second-line TB drugs

Drugs used to treat TB that is resistant to first-line TB drugs (for example,
capreomycin, kanamycin, ethionamide, cycloserine, ciprofloxacin,
amikacin).

Smear A specimen that has been smeared onto a glass slide, stained, washed in an
acid solution, and then placed under the microscope for examination; used
to detect acid-fast bacilli in a specimen.

Specimen A sample collected from a person for testing.

Sputum Phlegm from deep in the lungs, collected in a sterile container for
processing and examination.

Susceptibility An organism’s ability to be killed by a particular drug.
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Term Definition
Suspect A person for whom there is a high index of suspicion for active TB (e.g., a
known contact to an active TB case or to a person with signs or symptoms
consistent with TB) who is currently under evaluation for TB disease.
XDR TB The occurrence of TB in persons whose M. tuberculosis isolates are

resistant to isoniazid and rifampin, plus resistant to any fluoroquinolone and
at least one of three injectable second-line drugs (i.e., amikacin, kanamycin,
or capreomycin).
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For more information, contact
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Fax: (404) 639-8959
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